COBET EBPABUHNCKON DKOHOMUHNUYECKOH
KOMUCCHUHA

PEHIEHUE
ot 3 HostOpst 2016 r. N 80

Ob YTBEPXKJIEHNH IIPABHJI HAJJIEXKAIIEN
AUCTPUBBIOTOPCKOMU ITPAKTUKHAU B PAMKAX
EBPA3ZMHCKOI'O DKOHOMHUYECKOI'O COIO3A

B cootBetrcTBUM co cTatheit 30 JloroBopa o EBpasuiickoM 35KOHOMUYECKOM coro3e oT 29 mas 2014
rojga, cratbeil 11 CornameHuss 0 €IMHBIX NPUHIUNAX M IpaBUiaX OOpallleHUsl JIEKapCTBEHHBIX
cpenctB B pamkax EBpa3uiickoro 3koHOMHUYECKOro coro3a oT 23 nekabps 2014 roma, myHkTOM 85
npuiokeHus: N 1 k Perniamenty pabotel EBpa3zuiickoii 5KOHOMUYECKOM KOMUCCUU, YTBEPKIACHHOMY
Pemennem Beicmiero EBpasmiickoro skoHomumueckoro cosera ot 23 nekabps 2014 r. N 98, u
Pemenunem Briciero EBpasmiickoro skoHommuueckoro cosera ot 23 aexabps 2014 r. N 108 "O
peanuzanuu CornameHus 0 eIUHBIX PUHLUIAX U IpaBUiiaX oOpalleHHs JeKapCTBEHHBIX CPEJICTB B
pamkax EBpasuiickoro skoHomuueckoro coro3a" Coser EBpa3uiickoil 3KOHOMHUYECKOW KOMHUCCUU
pemmi:

1. VrBepauth mnpunaraemsle llpaBmia Haanexameld AMCTPUOBIOTOPCKONW MPAKTUKU B paMKax
EBpazuiickoro 3KOHOMHUYECKOTr0 COI03a.

2. IIpaBuna, yTBEpKACHHbBIE HACTOSIIMM PemieHneM, BCTyNaroT B CUITy 110 UICTEUEHUH | roja ¢ 1aTel
BCTyIUieHus B cuity IIpoTokona, mognucanHoro 2 nexadpst 2015 r., o npucoenunenunn PecryOnnku
Apmenus k CoriameHuro o eIUHbIX MPUHIUIAX U paBHiIaX 0OpaleHNs JeKapCTBEHHbIX CPE/ICTB B
pamkax EBpazuiickoro s3koHOMHU4YecKoro coro3a ot 23 nexadps 2014 roaa.

3. Hacrosmee Pemenne BcTynaeT B cuity o uctedeHuu 10 kaneHAapHBIX JHEW C JaThl BCTYIUICHUS
B cuity IlpoTokouna, nognucanHoro 2 aekadps 2015 rona, o npucoenunennn Pecny6inku ApMeHus
k CornamnieHuo 0 eIMHbIX IPUHIIMIIAX U MpaBWiIax oOpalleHus JeKapCTBEHHBIX CPEJICTB B paMKax
EBpasuiickoro s5koHOMHUYECKOro coro3a oT 23 nexadbps 2014 roga, HO He paHee YeM MO UCTEYCHUU
10 kameHaapHBIX JHEH C 1aThl OQHUITHATBHOTO OMMyOJIUKOBAHUS HACTOSIIETO PereHust.

Unensl CoBera EBpa3zuiickoil 53KOHOMHUYECKON KOMHCCHUU:

Ot Pecniy6mmukn Ot Pecniybnuku Ot Pecmy6nuku Ot Keipresckoir Ot Poccuiickoii
ApMeHust benapych Kazaxcran PecryOmmku denepanun
B. TABPUEJISIH B. A.MAMIUH O.ITIAHKPATOB WU. IIIYBAJIOB
MATIOIIEBCKUH
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VYTBEPXJ[EHBI
Pewenuem Cosema

Eepasutickoii s3koHomuueckou komuccuu

om 3 Hoaopsa 2016 2. N 80

IHPABUJIA

HAJIJIEXKALIENA TUCTPUBBIOTOPCKOW MPAKTUKHU B
PAMKAX EBPA3MIICKOIO DKOHOMMYECKOI'O
COIO3A

I. O0mue moJs10KeHud

1. HaCTOHH_II/Ie HpaBI/IJIa SBJIAIOTCSA YacThIO CHCTEMBI OOeCIieueHHs KadecTBa U YCTaHaBJINBAOT
ImpaBujia B OTHOIICHHUN III/ICTpI/I6I>IOHI/II/I JICKApCTBCHHBIX CPCACTB.

2. TpeboBanus Hactrosumx IlpaBun npuMEHSIOTCS B OTHOLIEHMM BCEX JIMI[, YYacTBYIOIIHMX B
JUCTPUOBIOLIUHN JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C BBIMOJHAEMBIMH UMH (YHKLIUSAMHU,
BKJIOYasi JTUCTPUOBIOTOPOB U TMPOM3BOAMTENCH JIEKApCTBEHHBIX CPEACTB, HE3aBUCUMO OT
BEJIOMCTBEHHOM MPUHAIIEKHOCTU U (POPMBI COOCTBEHHOCTH.

Lenpro Hammexamen TUCTPUOBIOTOPCKON MPAKTUKH SIBIISIETCA COOJIIOACHUE HAJICKAINX YCIOBHUI
XpaHEHUsl, TPAHCHIOPTHUPOBKU W PACHPOCTPAHEHHUs, HEOOXOAMMBIX JUIsi OOecredeHHsl KauecTBa,
O6e3omacHOCTH U A()PEKTUBHOCTU JIEKAPCTBEHHBIX CPEJACTB IO BCEH IIENMU TOCTABKU, a TaKXKe
MPEIOTBPAIICHHUS PUCKA MMPOHUKHOBEHUS (anbCUPHUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB B IIETIhH
MTOCTaBKH.

CobOmonenue TpeboBanuil Hactosimux [IpaBun oGecneduT KOHTPOJH LM MOCTAaBKU W MO3BOJIUT
COXPAaHHUTH KaUECTBO U IEIOCTHOCTH JIEKAPCTBEHHBIX CPEJICTB.

3. TocymapctBa - wieHsl EBpa3uiickoro 3KOHOMHYECKOTO COI03a (J1ajJjee COOTBETCTBEHHO -
rocyaapcrBa-uieHbl, Coro3) BIpaBe NMPUHUMATh HOPMATHUBHBIE MPABOBBIE AKThI, PETYIHPYIOLINE
OTACJIBHBIC DTallbl )II/ICTpI/I6BIOI_[I/II/I JICKAPCTBCHHBIX CPCACTB W HE IPOTUBOPCHAIINE HACTOAIIUM
[TpaBunaM (Hampumep, STambl AUCTPUOBIOIMH JIEKAPCTBEHHBIX CPEACTB, OTHOCHMBIX K TpyIIam
HApKOTUYCCKHUX, MCHUXOTPOITHBIX JICKAPCTBCHHBIX CPEACTB HIIM HUX IMPEKYPCOPOB, JICKAPCTBCHHBIX
CPEICTB, OTHOCHMBIX K TPYMIIe 0CO00 STOBUTHIX (BBICOKOTOKCHYHBIX) COSAMHEHU, JIEKAPCTBEHHBIX
CpEACTB, ABJIAIOINUXCA UCTOYHUKAMHW HOHU3UPYIOIICTO I/I3J'Iy‘—IeHI/I$I).

I1. Onpenenenus
4. Jlns neneit Hacrosamux [IpaBuin HCNONIB3YIOTCS TOHATHS, KOTOPBIE 03HAYAIOT CJIEIYIOIICE:

"Bamupanua' - JIOKYMEHTaJlbHO O(OpMJICHHBIC EHCTBHS, IOKa3bIBAIOIIME, YTO TMPOIEIypa,
mporecc, Oo0OpyIOBaHUE, MaTepuall, Omepalus WIN CUCTEeMa COOTBETCTBYIOT 3a/IaHHBIM
TpeOOBaHUSIM W WX HCMOJb30BaHHE OyJeT TMOCTOSHHO TPHUBOJIWTH K  pe3yJbTaTam,



COOTBETCTBYIOIIMM 3apaHEC YCTAHOBJICHHBIM KPUTCPUAM IIPUCMIIEMOCTH

"Bo3BpaT" - OTIpaBKa JIEKAPCTBEHHBIX CPEACTB B aApec MPOU3BOAUTENSI WM JUCTPUOBIOTOpA
HE3aBHCHUMO OT TOTO, UMEET JIU 3Ta MPOAYKIHS Ne(heKT KauecTBa;

"mUcTpUOBIOTOP" - OpraHMU3aIus ONTOBOM peain3allii, UMEIOIIas pa3pelInTelIbHBIA TOKYMEHT Ha
OCYIICCTBIICHUE TUCTPUOBIONNH, B TOM YHUCIIC Ha XPaHEHHWE W TPAHCIIOPTUPOBKY JICKAPCTBEHHBIX
CPEICTB, U OCYILIECTBIISIIONIAS JESTEIBHOCTD 0 UX JUCTPUOBIOIUY;

"mucTpuObONUA" - MEATEIbHOCTh, CBSI3aHHAS C 3aKyNKOH (3aKyIOM, MPUOOPETEHUEM ), XpaHCHHUEM,
BBO30OM (HMMIIOPTOM), BBIBO30M (IKCIOPTOM), peaju3aluel (3a HCKIOYECHUEM pean3alun
HaceJIeHU10) 6e3 orpaHu4YeHHsi 00bEMOB U TPAHCHOPTHUPOBKOM JIEKAPCTBEHHBIX CPECTB;

"30Ha" - MOMEIIEHUE WJIM 4YacTh MOMEIICHUH, CIEeUHaIbHO MPEJHA3HAUYEHHBIX JUISl BBIIOJHEHUS
pa3IUuUHBIX (QYHKIUIA;

"KauecTBO" - COBOKYIHOCTh CBOWCTB M XapaKTEPUCTUK JICKAPCTBEHHOI'O CPEACTBA, BIUAIOIIMX Ha
€ro CIIoCOOHOCTH JICMCTBOBATH 110 HA3HAYCHUIO;

"kBanmudukanusa" - JOKyMEHTaJIbHO  OGOpPMIICHHBIE  JEHCTBHS,  yIOCTOBEpSIOIIUE U
MOATBEPKIAIOIINE, YTO 000PYI0BAHUE WJIU BCIIOMOTATEIbHBIE CHCTEMbl CMOHTHPOBAHBI JTOJKHBIM
00pa3oMm, MpaBMWIbHO GYHKIIMOHUPYIOT U AEUCTBUTEIHHO MPUBOJIAT K OKUAAEMBIM Pe3yIbTaTaM;

"Hannemamaﬂ ,I[I/ICTpI/I6BIOT0pCKa${ HpaKTI/IKa" - YacTb CHUCTEMBI OOecIeueHus Ka4dycCTBa,
rapaHTUpyromas Ka4€CTBO JICKAPCTBCHHLIX CPCACTB HA HPOTAKCHHU BCEX OTAIIOB LCIHU ITOCTABKH,
BKJIFOYasd XPAHCHUC W TPAHCIHOPTUPOBKY, OT IPOU3BOAUTCIIA OO Cy'6”beKTOB, OCYHICCTBJIAOIINX
MMPONU3BOACTBO, ONTOBYIO pCaiM3aliiio, PO3HUYHYIO pCaIM3allvui0 WM OTIYCK HACCICHHIO
JICKAPCTBCHHBIX CPEACTB, BKIIHOYAA OpraHrU3allui, OCYIICCTBIIAOINEC MCAUTTUHCKYIO ACATCIIBHOCTD,

"oOecriedyeHre KadyecTBa JIEKApCTBEHHBIX CPEACTB" - COBOKYIHOCTb BCEX OpraHM3al[MOHHBIX
MEpONPHUATHIA, NMPOBEJCHHBIX B LEISIX YAOBIECTBOPEHHUS TPeOOBAHUSAM KauecTBa JIEKapCTBEHHBIX
CpEACTB B COOTBETCTBUHU C UX HASHAYCHUCM,

"0030p pucka" - 0030p WJIM MOHUTOPHHI PE3yJbTAaTOB Ipollecca YIpaBJICHUS PUCKOM C YYETOM
(mpu HEOOXOAMMOCTH ) HOBBIX 3HAHUH M OMBITA OTHOCUTEIHLHO PUCKA;

"0T3BIB" - IEMCTBHE, KOTOPOE HAMPABJICHO HA U3BATUE U3 LIETIH OCTABKHU JIEKAPCTBEHHBIX CPEACTB B
CIy4ae BBIABJIECHUS KX HEHAIJIEKAUIErO0 KAueCTBA WJIM BBISBICHUS CEPbE3HBIX HEXKENATENbHBIX
peaKIuii 1 KOTOPOE MOXKET OBITh MHUIIMHUPOBAHO M3TOTOBUTEIIEM, HMIIOPTEPOM, JTUCTPHOBIOTOPOM,
MOCTABIIMKOM WJIM YIIOJTHOMOYEHHBIM OPraHOM rOCyAapCTBa-YJIEHA;

"OI_ICHKa pI/ICKa" - CpaBHCHHUC MPpCAINOoIaracMoro pucCka ¢ HJaHHBIMU KPHUTCPpUSIMU PpHUCKA C
HCITOJIF30BaHNEM KOJHYSCTBEHHOM M KAUeCTBEHHOM OMMpPECACIICHHOCTH 3HAYNMOCTH PUCKA,

"mepenyThIBaHUE" - CMELICHHE HECKOJIBKUX BHJIOB, PAa3HbBIX CepUid M (MJIM) MapTHH JeKapCTBEHHBIX
CPEJCTB WM MOJAMEHA OJHOTO BHUJA MPOIYKIUH JPYTMMH MpPHU XpaHEHUH, TPAHCIOPTUPOBAHUU U
peannsanuy;

"PYKOBOACTBO IO KadecTBY' - JOKYMEHT, OINMUCBHIBAIOLIMM CHCTEMYy KadecTBa OpraHU3aluud U
OXBaTBIBAIOIINN BCIO IEATEIIBHOCTh OPTaHU3ALMH WIIN TOJIBKO €€ YacThb;

"cuctema KadecTBa' - COBOKYNHOCTb BCEX JJIEMEHTOB CHCTEMbI, HAIPAaBJICHHOW Ha BHEJPEHUE
HOJMTHUKH B 00JIACTH KauecTBa U 00ecleYeHus JOCTUKEHUS LeJIel B 00J1aCTH KayecTBa;

"ckiman" - KOMIUIEKC CIeIUATM3UPOBAHHBIX IMOMEIICHUH, 000pyA0BaHUS, TEXHUYECKHX CPEJNICTB,
HpellHaBHaIIeHHBIX JJIA HpI/IeMKI/I, XpaHeHI/I}I n peanmaum/l JICKapCTBeHHBIX CpCl[CTB;



"yrpaBieHUEe KadecTBOM'" - METONbI M BUIBI AEATEIBHOCTH, HCIIONB3YEMBIE [UIS BBIIOJHEHUS
TpeOOBaHUI 1O KayecTBY M HAlpaBICHHBbIE HAa YIPABIEHUE IPOLIECCOM, YCTpPaHEHUE MPUUYMH
HEYJIOBJIETBOPUTEIIBHOIO (DYHKIIMOHUPOBAHUA Ha BCEX dTalax KU3HEHHOIO LIMKJIA IPOYKIIUH;

"yrpaBieHHEe pUCKaMH JUIsl KadecTBa" - CHUCTEMAaTUYECKUH IpOIeCcC OLEHKH, KOHTPOJs, oOMeHa
uHpopmanueii 1 0030pa PUCKOB JJIsl KauecTBa JICKAPCTBEHHBIX CPEACTB Ha MPOTSHKCHUU HX
YKU3HEHHOTO 1IUKJIA;

"(hanpcupUIUpPOBaHHBIC JIEKAPCTBCHHBIE CPEICTBA" - JICKAPCTBEHHBIE CPEJICTBA, MPOTHBOIPABHO U
MpPEIHAMEPEHHO CHAa0XEHHBIE HEIOCTOBEpHOW uWH(popmanmeld 00 wuX cocraBe | (WIH)
MPOU3BOJUTENIC, a TAaKKE€ O TIOCTaBKaX, BKIIOYash 3alHUCH W JOKYMEHTBI, 3aTparuBarollue
UCTIOJI30BaHHBIC KaHAJIBI JTUCTPUOBIOIIHH.

Jus nener nacrosmux [Ipasui:

noHITHS "KJIFO4eBOM dStan”" W "3HaumMoe H3MEHEHWe" NPHUMEHSIOTCS B OTHOIICHUH JIFOOOTO
mpolecca, KOTOPbIM crIocOOeH MOBIUATH Ha MOKa3aTeIl KauecTBa JIEKApCTBEHHOTO CPEACTBa MO0
U3MCHUTh CTAaOMJIBHOCTh WX COXPaHEHUS C YYSTOM BHJQa HOMEHKIATYPHBIX TO3HIIHMA
(JlekapcTBEeHHOU AePEKTYpHhI), C KOTOPBIMHU pabOTaeT KOHKPETHBIN TUCTPUOBIOTOD;

NOHATHS "3HAUMMBIN", "Ha/uIeKammii" 1 "A0CTAaTOYHBINA" TPUMEHUTENBHO K JII000MY MpoIeccy WiH
AJIEMEHTY CHUCTEMBI JUCTPUOBIOINH JIEKAPCTBEHHBIX CPEJICTB 03HAYAIOT, YTO JIAHHBIN MPOLIECC WU
3JIEMEHT CIOCOOCH O0EeCIeYuTh BBINMONHEHHE TpeOoBaHMK HacTosmux [IpaBui m rapaHTHpOBATh
paboTy cucTeMbl 00eCrieYeHHs Ka4ecTBa TaKUM 00pa3oM, 4TOOBI CBOCBPEMEHHO YCTaHOBUTH JTFO00E
OTKJIOHEHHE OT IMOKa3aTejeil KadecTBa JIEKAPCTBEHHOTO CPEJCTBa MO0 M3MEHEHUs! CTaOUIbHOCTU
WX COXPAaHEHMs] C YYETOM BHJa HOMEHKJIATYPHBIX TMO3UIMK (JIEKapCTBEHHON Ie(eKTyphl), C
KOTOPBIMH paboTaeT KOHKPETHBINH JUCTPUOBIOTOP;

Mo KJIMEHTaMHU IIOHMMAlOTCS IOCTaBIIUKH, AyTCOPCHUHIOBBIE OpraHU3alUy, [OJydaTelu
(moKymaresn) JeKapCTBEHHBIX CPEJICTB, a TAK)XKe Bce CYOBEKThI cpephl 0OpallieHus JTeKapCTBEHHBIX
CPEICTB, C KOTOPBIMU TUCTPUOBIOTOP HAXOJIUTCS B TOTOBOPHBIX OTHOLIEHUSIX (BHE 3aBUCUMOCTH OT
TOro, 0(hOpMIIEH JOrOBOp B YCTHOM MJIM MUCBbMEHHOH (opme), u p.;

IIOHATHC "paCCJ'Ie)IOBaHI/Ie" O3HA4Ya€T YCTAHOBJICHUC IIPUYUHHO- CHC,Z[CTBCHHOP'I CBIA3HU MCKOAY
BO3HHUKIIUM OTKJIOHCHHUEM B I[I/ICTpI/I6I>IOT0pCKOI71 e M1 BO3MOXXHBIMH q)aKTOpaMI/I, JC)KallluMH B
€ro OCHOBC, BBIIIOJTHCHHOC JII/ICTpI/I6LIOTOpOM niIn aYTCOpCHHFOBOﬁ opraHmauI/Ieﬁ.

I11. OcHOoBHAA YACTH
1. YnpaB/ieHue Ka4eCTBOM

1.1. IpuHIUAN

5. JAucTpuOBIOTOPHI CO3AAI0T U MOAJEPKUBAIOT CUCTEMY KauecTBa, OMPEACISIONIYI0 00s3aHHOCTH,
MIPOLIECCHl M MPUHIIMIIBI YIIPABIECHNS PUCKAMH B OTHOILIEHUH OCYILIECTBISIEMON UMU JEATEIbHOCTH.
Bce neiictBus, CBA3aHHBIE C JAUCTPUOBIONMEH, IOJDKHBI OBITH OJHO3HAYHO OIPENENICHBl H
npoaHanu3upoBanbl. KiltoueBble 3Tambl Mmpoliecca ONTOBOM peanu3anuu (BKJIoyas Haubosee
3HaYMMble W3MEHEHHs) JOJDKHBI ObITh OOOCHOBAaHBI M TNPH HEOOXOAMMOCTH BaJIUIUPOBAHBI.
OTBeTCTBEHHOCTh 332 (DYHKLIMOHHPOBAHUE CHCTEMBbI KaueCTBAa HECET PYKOBOIUTENb OpraHHU3aIUH.
[lepconan opraHuzanuy JOJDKEH HaJUIeKalluM 00pa3oM HCIONHATH O0S3aHHOCTH, CBSI3aHHBIE C



(bYHKL[I/IOHI/IPOBaHI/IeM CHCTCMBI KaucCTBa.

1.2. CucreMa KayecTBa

6. Cuctema ympaBiieHUs] KaUeCTBOM BKIIIOYAET B ce0s OPraHU3alMOHHYIO CTPYKTYpPY, IPOLEIYPHI,
IPOLIECCHI M PECYPCHI, a TAKKe ACHCTBHSA, HEOOXOAMMBIE U1l 00eCTICYeHHsI COXPAHCHUS Ka4ecTBa U
[EJIOCTHOCTH TOCTABJISIEMbIX JICKAPCTBEHHBIX CPEACTB M HEBO3MOXKHOCTU MX (anbcuukanuu B
nporecce XpaHeHus U (MIH) TPAaHCIOPTUPOBKH.

7. Cuctema KauyecTBa JOJDKHA OBITH MOJHOCTBIO JTIOKYMEHTHpOBaHA, e¢ 3()()EeKTUBHOCTH JOJKHA
HOJBEPraTbcss MOHUTOPHHTY M aHaiIu3y. [leliCTBHS MepcoHanta, OTHOCSAIINECS K CUCTEME KayecTBa,
JIOJDKHBI OBITH ONMCAHBI B COOTBETCTBYIOIIMX MHUCbMEHHBIX Mpoueaypax. Heo6xonnuMo BHEIPHUTD U
HOJJICPKUBATh B aKTYaJIbHOM COCTOSIHUHM PYKOBOJICTBO 10 Ka4eCTBY.

8. PYKOBO,I[CTBOM OpraHru3anu Ha3HA4YaCTCAa OTBCTCTBCHHOC JIMIO, HAACIICHHOC ITOJIHOMOYHAMU H
0053aHHOCTAMU JIIA o0OecIieueHus BHCAPCHUA U MMOAACPKAHUA B aKTyaJIbHOM COCTOSAHUHU CHUCTCMBI
Ka4dycCTBa.

Bce gwactu cucreMbl kadecTBa JOJKHBI OBITH HaAJIEKAIIUM 00pa3oM oOecrieuyeHbl KOMIIETEHTHBIM
MEPCOHAIIOM, IOCTATOYHBIM KOJMYECTBOM MOMEIIECHH, 000pYJOBaHUS U TEXHUYECKUX CPEJICTB.

9. Ilpu co3manuu, MONACpX)AHUHM WM W3MEHEHHUU CHUCTEMbl KaueCcTBa HEOOXOJMMO YUYWUTHIBATH
OpPTaHHU3AIMOHHYIO CTPYKTYpy, OOBEM BBINIOJHSAEMBIX pPAa0OT M yCIyr W MHOTOIUIAHOBOCTH
JESITENIbHOCTH TUCTPUOBIOTOPA.

10. V nuctpubproTopa 0JKHA OBITh BHEApPEHA CUCTEMa YIPAaBJICHMS W3MEHEHUSMHU, KOTopas
JIOJDKHA OBITh MPONOPHMOHANBHOW M 3((EeKTUBHOM, a Takke OCHOBAHHOW Ha MPUHIMIIAX
YIOpaBJIEHUS pUCKaMHU IS KauecTBa.

11. Cucrema kadyecTBa JOJKHA TAPAaHTUPOBATH CJIEIYIOIIEE:

a) JIEKapCTBEHHbIE CPEJICTBA NMPUOOPETAIOTCS, XPaHITCS, TPAHCIIOPTUPYIOTCS, MOCTABIAIOTCS WIN
AKCIIOPTUPYIOTCA € cOOMoieHneM TpeboBaHuil HacTosux [IpaBui;

0) 00513aHHOCTU PYKOBOJICTBA OPTaHU3AIIMN YETKO OTPEICIICHB;

B) JIEKAPCTBEHHBIE CPEJICTBA JOCTABIISAIOTCS HAAJIEXKAIUM IOJy4YaTesIsIM B COIVIACOBAHHBIN IEPUOJ
BpPEMEHHU;

r) JOKyMeHTalbHOe O(QopMJIeHHE JEHCTBUII OCYIIECTBISETCS B XOJA€ BBINOJIHEHUS WIH
HEIOCPEICTBEHHO I1OCIIE 3aBEPLICHUS COOTBETCTBYIOIIUX JEHCTBUN;

}1) OTKJIOHCHHUA OT YCTAHOBJICHHBLIX IMPOLCAYP AOKYMCHTAJIBHO O(l)OpM.]'ISIIOTCSI N B UX OTHOIICHUU
MMPOBOJATCS PACCICAOBAHUS,

€) HeoOXOJUMBbIE KOPPEKTUPYIOIIUE W MPEAYyNpeKIaIoNiiue ASHCTBHUS MPEeANPUHUMAIOTCS IS
YCTpPaHEHUs] OTKJIOHEHMM M TPEayNpeKIeHUs HUX MOSBICHUS B COOTBETCTBUU C MPUHUUIIAMU
yIOpaBlIeHUS] pUCKaMHU IS KAuecTBa.

1.3. YnpasJjieHue J1eiTeJIbHOCTBIO, IlepeaAaBaeMoil 1Jis BbINOJIHEHUA
Apyromy Juuy (ayTCOpCHHI)

12. Cucrema KadecTBa BKIIOYAaeT B ceOS KOHTPOJb W aHAIW3 JCATEIHHOCTH, TEPEIaHHOW Ha



AYTCOPCUHIT H OTHOCHIHCP'ICH K HpI/IO6p€TeHI/II-O, XpaHECHUIO, TPaHCIOPTUPOBKE, IIOCTABKEC WA
9KCIIOPTY. ILCSITGJIBHOCTB MO0 ayTCOPCUHTY AOJIKHA YYUTBIBATH BO3MOXKHBIC PUCKU IJId Ka4C€CTBA U
COACPIKATDb:

a) OLCHKY NPUIrOAHOCTH U KOMIICTCHTHOCTHU HMCIIOJHHUTEIA BBIIIOJIHUTH 00s13aTeNILCTBA 1O JA0roBopy
JOJIXKHBIM 06p3,30M, a TAaKKXC IPOBCPKY HAINYHA Y HUCIIOJIHUTCIIA HGOGXOI[I/IMBIX Pa3pPCIIUTECIbHBIX
JOKYMEHTOB B COOTBETCTBHUH C 3aKOHOAATCIBCTBOM I'OCyIapCTB-UJICHOB,

0) ompeseneHre OTBETCTBEHHOCTH, MOPAIAKA B3aUMOJEHCTBHS CTOPOH W oOMeHa MH(popManuen o
JEUCTBHUSAX B PAMKaX MEPOIPUATHHA, OTHOCSIIUXCS K Ka4eCTBY;

B) MOHUTOPUHI U aHaIMU3 JEATEIbHOCTH HCIOJHUTENA, a TaKXKe OMNpeJesieHne U BHEApPEHUE Ha
peryJisipHOIl OCHOBE Mep, HEOOXOAUMBIX /ISl YIIYUIICHHS.

1.4. MOHUTOPHUHI ¥ AHAJIM3 CO CTOPOHBI PYKOBOACTBA

13. PykoBOACTBO OpraHM3amuu JOHKHO YCTAaHOBHUTH (DOPMATU30BAHHBINA MPOIECC MEPHOTUICCKOTO
0030pa cucreMbl kauecTBa. O630p TOKEH BKIIIOYATh B CEOSI:

a) OLICHKY CTCIICHU JOCTUIKCHUSA ueneﬁ CHUCTCMbI Ka4CCTBaA,

0) olleHKy MoKasareiei 3PEeKTUBHOCTH, KOTOPBIE MOTYT OBITh UCIOJB30BaHBI JJIT MOHUTOPUHTA
3¢ (EKTUBHOCTH TaKUX MPOIECCOB CUCTEMbI Ka4eCTBa, KaK KOJUYECTBO MPETCH3MI, OTKIIOHEHUH OT
YCTAaHOBJICHHBIX HOPM, 3(P(PEKTUBHOCTh KOPPEKTHPYIOIIUX H MPEIyNPEKITAOMUX JEHCTBUH,
W3MEHEHHUs B MPOIIECCaX, OT3bIBBI O AESITEIBHOCTU IO AayTCOPCHHTY, MPOIECCHl CaMOIMPOBEPKH
(BKJTFOYAsl aHATU3 PUCKOB W ayJIUTHI), PE3yJbTaThl BHEITHETO KOHTPOJIA (BKIJIFOUAs WHCIEKIIUU U
ayJINTHI), BBISBIIEHHBIE HECOOTBETCTBUS, AYAUTHI KJIMEHTOB;

B) HU3MCHCHUA, BHCCCHHBIC B HOPMATUBHBIC IIPABOBBIC AKThI, pPYKOBOJACTBA, d TAKK€ BO3BHUKHOBCHHUC
HOBBIX 06CTO$ITCJ'IBCTB, CBA3aHHBIX C Ka4Y€CTBOM, KOTOPBLIC MOIYT OKa3aTb BJIMAHHEC Ha CHCTCMY
YHpaBJICHUA KauCCTBOM;

') HTHHOBAIUH, KOTOPbIE MOTYT MOBBICUTH 3()(PEKTUBHOCTh CUCTEMBI KaUeCTBa,
1) U3MEHEHMSI B JIEJIOBOM Cpe/ie ¥ MOCTABIEHHBIX IEJIsX.

14. Pe3ynbTaThl 00630pa CUCTEMBI KaueCTBa CO CTOPOHBI PYKOBOJICTBA JOIHKHBI OBITH CBOEBPEMEHHO
JTIOKYMEHTaIbHO 0()OPMIICHBI U JOBEICHBI 0 CBEJICHUSI TIEpCOHAA.

1.5. YnpaBJ/ieHne pucKaMu JUIsl Ka4ecTBa

15. VYnpaBneHue puckamMu [JIsi KayecTBa SBJISIETCS CHUCTEMATHYECKHM IMPOLECCOM OIICHKH,
KOHTpOJIsI, oOMeHa uH(popMalueit 1 0030pa PUCKOB ISl KaYecTBa JIEKAPCTBEHHBIX CPEACTB. DTOT
MIPOIIECC MOXKET MPOBOJUTHCS KaK MEPCIEKTUBHO, TaK U PETPOCIIEKTHUBHO.

VYrpaBneHne puckamMu JUIsl KadecTBa IPEAIIONAraeT, 4YTo OLEHKa pPHUCKOB Ui KadecTBa
OCHOBBIBACTCS Ha HAyYHBIX 3HAHUAX, MPAKTUUYECKOM OIbITE padOThl M HAaIlpaBlieHa Ha 3alluTy
310poBbs manueHTa. O0beM paldoT MO YNpaBIEHUIO PUCKAMHU Ul KauecTBa M JIOKYMEHTAJIbHOE
oopmiieHHE pe3yNbTAaTOB OLEHKHM PHUCKOB JOJDKHBI OBITH COM3MEPHUMBIMH C YPOBHEM pHCKA.
[Ipumeprl MpOLIECCOB M HMHCTPYMEHTOB IO YIPAaBJICHHUIO PHUCKAMM IPUBEICHBI B IpPaBHIIAX
HaJUIe)Kallled  MPOU3BOJACTBEHHOM  IIPakTUKM  EBpasMMCKOro  DKOHOMHYECKOTO  COMO3a,
yTBepk1aeMbIX EBpa3niickoi SKOHOMUYECKOW KOMUCCUEH.



2. Ilepconan

2.1. IlpuHuMn

16. BeimosHeHWe TpeOOBaHWN HaJIEKAIICH JTUCTPUOBIOTOPCKON TPAKTUKH 3aBUCHUT  OT
yenoBedeckoro  (akropa.  JuctpuOploTOp  JODKEH  HUMETh  JOCTaTOYHOE  KOJHYECTBO
KBaJIM(ULMPOBAHHOIO MEpPCOHaja JUIsl PElIeHUs BCeX 3a/lad, 3a KOTOpPhIE OTBEYAET OpPraHu3allus.
Kaxnplii paOOTHHK JODKEH 3HATh M MOHMMATh TPeOOBaHMS HaJUIekalled IUCTpHOBIOTOPCKON
NPaKTUKM B 4YacTH, Kacarouieicss ero naearenbHocTu. Kaxknplii paOOTHHMK [OJIKEH MOHUMATh
WHAMBUYAJIbHYIO OTBETCTBEHHOCTb, KOTOPask JOKHA OBITh JOKYMEHTHUPOBAHA.

2.2. OTBeTCTBEHHOE JINIIO

17. PykoBOJICTBOM AMCTPUOBIOTOPA TOHKHO OBITH HA3HAYEHO OTBETCTBEHHOE JINI0. OTBETCTBEHHOE
JUIO0  JOJDKHO  COOTBETCTBOBaTh  KBAIM(HUKAIMOHHBIM  TPeOOBAaHHSM,  YCTAHOBJICHHBIM
3aKOHOAATEeNLCTBOM  TOCYJapcTBa-wieHa, U o0nagaTth  HEoOXOoAMMON  KBanu(pHUKanuei
(mpearmouTHTENbHO  (hapMaleBTHYECKUM 00pa3oBaHMEM), OINBITOM M 3HAaHMAMH B 00JIaCTH
Haﬂnemameﬁ ZII/ICTpI/I6I)IOIII/II/I. B OTACJIIBHBIX CJIydadX OTBCTCTBCHHOC JIMOO MOXKCT HUMCTH
HedapmMareBTHYecKoe 00pa3oBaHUE, B TOM YHCIE NMPU AUCTPUOBIONUH PagroapMaleBTHIECKUX
IpenapaToB - oOpa3oBaHUE B 00JIaCTU PalOOMONIOTHH, siIepHON (PU3MKU WM paguoPU3UKU, TIPU
JUCTPUOBIOLMN MEAMIIMHCKUX Ta30B - oOpa3oBaHue (usuko-TexHuueckoro npoduist. [Ipoduisb
00pa3oBaHUsl OTBETCTBEHHOTO JIMIA JIOJDKEH OBITh YCTAHOBJIEH PYKOBOJCTBOM IO KadeCTBY
JTUCTPUOBIOTOpPA UCXOS U3 €r0 HOMEHKIJIATyphl TOBAPHBIX MO3ULIUH JIEKAaPCTBEHHBIX CPEJICTB.

18. OTBeTCTBEHHOE JIMIIO JOJI?KHO BBITIOJIHATE CBOHU 00513aHHOCTH JIMYHO. I[OCTYH K KOHTaKTaM C
OTBCTCTBCHHBIM JIMIIOM JOJIXKCH OBITH OOecIleueH B IOCTOSTHHOM PEXKUME. OTBeTCTBEHHOE JIUIIO
MOKET ACIICTUPOBATD YaCTh CBOUX 065{33HHOCTGI7I, HO HC OTBCTCTBCHHOCTb.

19. TlorHOMOUYMS OTBETCTBEHHOI'O JIMIIA MO NMPHUHATHIO PEUIEHUH B paMKax CBOUX JOJIKHOCTHBIX
00s13aHHOCTEH, a Tak)Ke HEOOXOIUMBIE PEeCypChl JJIsi MX BBIIOJHEHUS TOJKHBI ObITH ONpEAeNeHbI
I[OJ'DKHOCTHOfI HHCTPYKHHeﬁ. OTBGTCTBCHHOG JINIIO OOJI2)KHO 6BITI) HaACJIICHO YE€TKO OHpG)ICJIeHHBIMI/I
MOJTHOMOYMSIMHU, pPECypcaMd M 30HAMH OTBETCTBEHHOCTH, HEOOXOJAMMBIMHU JUIS BBIMOJTHEHUS
BO3JIO’KEHHBIX Ha HETO 00sI3aHHOCTEH.

20. OTBeTCTBEHHOE JHIIO JOKHO BBHITIOJHATh CBOM OOS3aHHOCTH TaKHUM 0OO0pa3oM, YTOOBI
TUCTPUOBIOTOP MOT TIOJITBEPIUTH COOIOICHNE HA/INIEXKAIEH TUCTPHUOBIOTOPCKOM MPAKTUKH.

21. K 00s13aHHOCTSIM OTBETCTBEHHOI'O JIUIA OTHOCSITCS:
a) o0ecrieyeHne BHEPCHUS U TIOIIEPIKAHMS CUCTEMBI YIIPABJICHHS Ka4ECTBOM;

0) KOHIIEHTpAallUs Ha YMPaBICHUH YCTAHOBICHHON NEATENHHOCTHIO M Ha 00ECIEYCHUH TOYHOCTH U
KadecTBa 3aIlicei;

B) oOecrieueHUe BHEIPEHUS U MOJACpKaHHS MPOrpaMM MEPBUYHOTO U MOCIEIYIOHIEro 00y4eHUs
JUTSL BCETO MepPCOHaa, BOBJICUEHHOTO B MPOIIECC TUCTPUOBIOLINN;

I) KOOPAMHUPOBAHHUE W CBOCBPEMCHHAs OpPraHM3allMs OT3bIBA JIGKAPCTBEHHBIX CPEICTB U3
oOparneHus;

1) obecrieueHue dHPeKTUBHOM pabOTHI C MPETEH3UIMHU MOKYTaTeel (moryJyaTenei);



€) yTBEp>KIEeHHE IMOCTABIIMKOB U MOJIydaTese;

) YTBEp)KAEHHE TIepedadyd Ha ayTCOPCHUHI JEATeJbHOCTH, MOTCHIUAIbHO BIMAIOMICH Ha
cOOIIIO/IeHHE HA/IIeKAIIeH AUCTPUOBIOTOPCKOMN MPaKTHKH;

3) o0ecrieueHre MPOBEACHUSI CAMOMHCIIEKIINI B COOTBETCTBUU C YCTAHOBJICHHON MEPUOAUYHOCTHIO
Y TIOATOTOBJICHHOW MTPOTPAMMOM, a TAaK)Ke MPUHATUS HEOOXOJUMBIX KOPPEKTUPYIOIINX MEP;

1) XpaHEeHUE HEOOXOJUMBIX 3aIUCEH, OTHOCAIINXCS K JCIETHPOBAHHBIM 00S3aHHOCTSIM;

K) NPHHATHE PELICHUH OTHOCHUTEIBHO BO3BPALICHHBIX, OTO3BAHHBIX, OTKIOHECHHBIX, HPU3HAHHBIX
He100poKayecTBEHHBIMU, (parbCH(PUIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB;

1) 0100peHre BO3BPAILCHHUS JICKAPCTBEHHBIX CPEJICTB B KATETOPHIO MPUTOTHBIX JIJISl peaTn3aluy;

M) obecrieyeHne CO6J'II-OI[6HI/I${ JIFOOBIX JOIMOJITHHUTCIIBbHBIX Tpe60BaHHI>i, YCTAaHOBJICHHBIX B
OTHOIICHUHU OHpGIIGJIGHHOfI MMPpOAYKIMHU 3aKOHOAATCIIbCTBOM I'OCY1apCTB-4JICHOB.

2.3. IIpoumnii nmepcona

22. JIuctpuOBIOTOP MOJDKEH MMETh JOCTaTOYHOE KOJUYECTBO KBATU(UIIMPOBAHHBIX PAOOTHHUKOB,
BOBJICYCHHBIX B JICSITEIIBHOCTh IO JUCTPUOBIONMU JIEKAPCTBEHHBIX CPEACTB HA BCEX €€ dTalax.
KonunuectBo pabOTHUKOB ompenensercs oO0beMaMy BBIIOIHSAEMBIX paboT U  TpeOOBaHHIMHU
3aKOHOJATENbCTBA TOCY1apCTB-WICHOB.

23. OpraHu3alMoHHas CTPYKTypa AUCTPUOBIOTOpPA OQOPMIISIECTCS B BHUJE CXEMBI M YTBEPIKIACTCSI
pyxoBoauteneM. DyHKIMU, 00S3aHHOCTH W B3aWMOJAEWCTBHE PAOOTHUKOB JOJDKHBI OBITH YETKO
0003HAaYEHHI.

24. Ha pa6OTHI/IKOB, 3aHUMAarImuX KIKYCBBIC OOJDKHOCTH, OOJIKHBI OBITh  COCTaBIICHBI
JOJDKHOCTHBIC MHCTPYKIUHU, B KOTOPBIX OMNPEACTIAIOTCA HUX OOJIKHOCTHBIC O6$ISaHHOCTI/I, a TaKXeE
MOPAAOK UX 3aMCIICHUA APpYTUMU pa60THI/IKaMI/I.

2.4. O0y4eHnue

25. Bce paOOTHHMKM, BOBIICYECHHBIE B JEATEIHHOCTh MO IUCTPUOBIONNU JEKAPCTBEHHBIX CPEJNCTB,
JIOJDKHBI TIPOMTH OO0y4YeHHWE 1O BOMpPOCaM, KaCAIOIMUMCS HaJJIeKamed JUCTPUObBIOTOPCKON
MPAKTUKH, UMETh HEOOXOAMMYIO KBANM(UKAIMIO O Hayalla BBIMOJHEHUS CBOMX JOKHOCTHBIX
00s13aHHOCTE.

PaGoTHUKN MOJDKHBI TPOXOIUTH MEPBHUYHOE W TOCieayolee oOydeHHe B COOTBETCTBHHM C
BBLIMTOJHSIEMBIMH HMH OOS3aHHOCTAMH Ha OCHOBAHMU ITMCHMEHHO O(i)OpMJ'IeHHBIX nmpouecayp u
nporpaMmMbl 00ydeHusi. OTBETCTBEHHOE JIMLIO JOJDKHO MOJIEPKHUBATh KOMIIETEHTHOCTD [IEPCOHANA B
o0racTu Hajuiexallel JUCTPUObIOTOPCKOM MPAKTUKU ITOCPEICTBOM PETYIIIPHOTO 00yUEHHUS.

JononuurenbHo o0O0y4yeHHEe JODKHO BKIIOYATh AaCMeKThl HUACHTU(DUKAIMK TPOAYKIMHU H
IpEOTBPALICHNS NONAaHus B IIETIb TOCTaBKU (abCU(PUIIMPOBAHHBIX JICKAPCTBEHHBIX CPECTB.

26. Ilepconai, paboTaromuii ¢ MPOAYKIMEH, B OTHOIIEHUH KOTOPOW YCTaHOBJICHBI 00JIee KECTKHE
yCIIOBHS OOpaIlleHus], TOJDKEH NMPOUTH CIEHUANbHYIO TOATOTOBKY. [IpumepamMu Takoil mpoayKIuu
ABIIIOTCS ~ OTHEOIMACHbIe,  B3pPHIBOONACHBIE,  JIETKOBOCIUIAMEHSIOIIMECS,  JIETKOTOpIouue,
paZOaKTUBHBIE MAaTepUANbl, JIEKAPCTBEHHBIC CPEJICTBA, MOJJICKAIINE OCOOOMY KOHTPOIIO B
COOTBETCTBUU C 3aKOHOAATEIHCTBOM TOCYJIapCTB- YJIEHOB, TEPMOJIAOMIIbHBIE JIEKapCTBEHHBIE



CpencTBa).

27. 3anucu 0 MpOBENECHUH OOYy4YEeHHs MOJUIeKAT XpaHEHHUI0, a 3((HEeKTUBHOCTh 00y4YeHHs JOJHKHA
MEePUOIUYECKH OLIEHUBATHCS U JIOKYMEHTHPOBATHCS.

2.5. I'uruena

28. JlomxHBI OBITH YCTAaHOBICHBI M JOJKHBI COOJIOJIATBCS COOTBETCTBYIOIIUE MPOLETYPHI IO
TUTHEHE TPyJla U JIMYHOW TUTHeHEe PaOOTHUKOB, MPUMEHUMBIE K OCYIIECTBIISIEMON NIEATEIbHOCTH.
OTH NPONEAYPHI TOJKHBI BKIIIOUATh TPEOOBaHUS, OTHOCSIIMECS K 3J0OPOBbIO, TUTUEHE U OJICKIC.

3. Ilomemenus u o0opyroBanue

3.1. llpyuHUOun

29. JIucTtpuObIOTOp MOJDKEH HWMETh MPUTOIHBbIE MOMENICHHs, 00OpydoBaHUE Ui oOecredeHus
HAJUISKAIIEr0 XPaHEeHUsI U PACTIPOCTPAHECHUS JIEKAPCTBEHHBIX CpeacTB. [lomenenns 10KHBI ObITh
YUCTBHIMH, CYXHMH, B HHUX JOJDKHBI MOJIJEPKUBATHCA TpeOyeMble TEeMIEepaTypHBI pPEeXUM H
BJIQXKHOCTb.

3.2. [Tomemienust

30. [TomemieHuss AOMKHBI OBITH CIPOSKTHPOBAHBI WM MPHUCIOCOOTEHBI TaKUM 00pa3oM, YTOOBI
obecrieunTh coOmofeHne TpeOyeMbIX yciaoBuil XpaHeHus. OHH JOHKHBI OBITh 3aIMIIEHHBIMH,
MPOYHBIMU U 00JIaaTh JOCTATOYHOW BMECTHUMOCTBIO JIJIsl O€30MAaCHOTO XpaHEHUS JIEKApCTBEHHBIX
cpencTB u obOpaieHus ¢ HUMHU. Jyia obecrnedueHns TOYHOCTH U O€30MaCHOCTH BCEX MPOBOJUMBIX
orepanuii 30Hbl XpaHEHHsI JOJKHBI UMETh HAIJISKAIYI0 OCBEIIEHHOCTb.

31. B cinydae ecnau momelleHUWE HE TNPUHAMICKUT HEMOCPEICTBEHHO AUCTPUOBIOTOPY, JaHHOE
MOMEIIEHUE MOXKET MCIIOJIb30BaThCsl AUCTPUOBIOTOPOM IO JIOTOBOPY apeHibl (cyOapeHsl) 1100 Ha
OCHOBaHWU HMHOTO BEIIHOTO (MMYIIECTBEHHOI0) WJIM OO0SA3aTEIhCTBEHHOTO mMpaBa. [lomerieHus,
UCIIOJIb3YEMBIE NIl XPaHEHHUs JIEKAPCTBEHHBIX CPEJCTB, JOJDKHBI BBOJIUTHCS B IKCIUIyaTalUIO B
COOTBETCTBUH C 3aKOHOJATEIBCTBOM IOCY1apCTB-UJICHOB.

32. JlekapcTBEHHBIE CPEICTBA JTOJDKHBI XPAHUTHCS COOTBETCTBYIOIIMM OOpPa30M B BBHIJCICHHBIX H
4eTKO 0003HAYEHHBIX 30HAX, JOCTYI B KOTOPBIE pa3pelieH TOJIBKO MEPCOHaTy, UMEIOIIeMy Ha 3TO
npaBo. Jlobas cucrema, 3aMmeHsromas (¢GuU3NYECKOoe pas3felieHue 30H XpaHeHus (Hampumep,
KOMIIBIOTEPU3UPOBAHHASL CUCTEMA), TOJDKHA 00€CIeYnBaTh SKBUBAIICHTHBIM YPOBEHb O€30MMaCHOCTH
1 OBITH BAJIUIMPOBAHA.

JlekapcTBEHHbIE CPEJCTBAa, B OTHOLICHMHM KOTOPHIX HE MPHUHIATO OKOHYATENbHOE peIIeHue 00
oOpamieHn WM OOpamieHne KOTOPBIX IPHOCTAHOBICHO, MOJDKHBI OBITH HM30JIMPOBAHBI JINOO
¢dusnyecku, AuO0 C TPUMEHEHHWEM OJJIEKTPOHHOW CHUCTEMBI, OOECIEYMBAIONICH AKBHUBAJICHTHOE
pazzneneHue. JJaHHOe TpeOoBaHME OTHOCHTCS, HANPUMEP, K JIFOOOW MPOAYKIUU C TIOA03PEHUEM Ha
¢anbcupuKamio U K BO3BPALICHHOMN MPOIYKINH.

Jlio6as danscudupoBaHHas NPOIYKIHS, TPOAYKIHS C UCTEKIIMM CPOKOM T'OJHOCTH, OTO3BaHHAS
MPOIYKIMS, a TaKke 3a0pakoBaHHas (OTKJIOHEHHAs B LIEMM TOCTAaBKH) MPOIYKIHS TOJKHA OBITH
HeMeIJIeHHO (GU3NYECKU W30JMpPOBaHa U pa3MelleHa B ClelHalbHO BBIEIEHHON 30HE, OTIEIEHHOM



OT JPYIHX JIEKAPCTBEHHBIX CPEJCTB, NPUTOAHBIX AJS TUCTpUObIoLMU. JlekapCcTBEeHHbIE CPEICTBa,
NOJIyYCHHBIE U3 TPEThUX CTPaH M HE MpeaHa3HaueHHbIC I oOpamieHus Ha peiHke Coro3a, Takxke
JIOJKHBI OBITh (PU3MUECKU U30JIMPOBAHBI.

[IpennpunsaTEIE MEpBl OE30MACHOCTH JIOJDKHBI TapaHTHPOBATh, YTO JIAHHBIC 30HBI 00ECIICYHUBAIOT
XpaHeHUE MPOAYKIUU OTICIBHO OT JICKAPCTBEHHBIX CPEICTB, MPUTOAHBIX JUISI TUCTPUOBIONNH, U B
YCIIOBHSX, HCKITIOYAKOIIUX UX TIOCTYIUICHHE B CBOOOIHOE oOpameHue. J[aHHbIe 30HbI JODKHBI OBITH
uaeHTHGUIUPOBaHbl (0003HAUEHBI) HAJIEKAMUM O0pa3oM H 3aIUIICHBI OT HEMPaBOMEPHOIO
JIOCTYTIA.

JlekapcTBEHHbIE CpENICTBA, TpeOyIoImue 0cob0ro oopalieHus (Hanpumep, HApKOTUYECKHE CPEICTBA,
MICUXOTPOIHBIEC BEIIECTBA U MPEKYPCOPHL, SIAbI (IOBUTHIE BEIIECTBA), JPYTHe OMACHbIE BEIIECTBA),
JMOJDKHBI ~ XPAaHUTBCS B YCJIOBHSX, COOTBETCTBYIOIIMX TPEOOBaHUSM  3aKOHOJATEIHCTBA
rOCy/AapCTB-UJICHOB.

Pa,I[I/IO(bapMaL[eBTI/I‘leCKHC " JAPYruc OIMACHBIC JICKAPCTBCHHBIC CPCACTBA, 4 TAKIKC OIHCOIIACHBIC U
B3PBIBOOIIACHBIC JICKApCTBCHHBIC cpeacTBa (HaHpI/IMep, MCIUIMHCKHEC Trasbl,
JICTKOBOCILIAMCHAIOIMUCCA XKUAKOCTH WM TBCPABLIC Bemecma) JOJDKHBI XpaHUTBLCA B CIICHUAIIBHO
OTBCACHHBLIX 30HAX B COOTBCTCTBUHU C 3aKOHOAATCIBCTBOM IOCyAapCTB- YJICHOB C IMPHMCHCHUCM
COOTBCTCTBYHOIINX MEP 0€30I1aCHOCTH U JOJIDKHBI OBITH 3allMUIICHBI OT HCIIPABOMEPHOI'O JOCTYIIA.

33. B 30Hax mpueMKHU U OTTPY3KH JODKHBI ObITh 00€CI€UeHBI 3alluTa OT BO3JCHCTBUS MOTOJIHBIX
YCIIOBUH, a/IeKBaTHOE pa3/eliecHuEe 30H MPUEMKHU, OTTPY3KH M XPaHEHHS, a TaKKe JOJKHBI OBbITh
pa3paboTaHbl MPOIEAYPHI, OMPEACTSIONINE MOPSAOK OCYIIECTBICHUS KOHTPOJISA 3a BXOJSALIMUMU U
UCXOSIIUMUA TIOTOKAMHU JIEKAPCTBEHHBIX CpeAcTB. JlOMKHBI OBITH CIEIUATBHO OIpEAeTeHbl U
obecrieueHbl HaJUIeKalUM O0OPYJOBAaHWEM 30HBI TMPUEMKH, HCIOIb3yeMbIE IS TPOBEPKHU
MOJIYYEHHOUN MPOAYKIIUH.

B 30He MMPpUEMKH NOJI’KHA OBITh npeayCMOTpCHA OUYUCTKA Taphl.

34. HeoOxomumo oOecneunTh HaJU4YMe€ OXPAHHOM CHUCTEMBI, IO3BOJISIIOIIEH MpeJoTBpaIlaTh
HEMpaBOMEPHOE TPOHUKHOBEHHE B JIOObIE IOMEUIEHHS C KOHTPOJIMPYEMBIM JOCTYIIOM.
[IpenynpenurensHble MEPHI, KaK MPABUIIO, JTOJDKHBI BKIFOYATh B Ce0s OXPaHHYIO CUTHAJIHM3AINIO C
CHUCTEMOW MOHMTOPMHIA W NPONYCKHOM pexuM. IloceTurenn He MOMKHBI HaXOTUTHCS B
MOMEIICHUAX 0€3 COMPOBOKICHHUS.

35. Ilomemennss U o0OpyaOBaHUE IS XpaHEHUS IOJDKHBI OBITh YHCTHIMU, B HHUX HE JOJKHBI
HAKaIlJIMBaThCS MbUIb U Mycop. JlOJDKHBI OBITh B HAIMYUU MPOTPAMMBEI, JOKYMEHTHPOBAHHBIC
MPOIeAYyPHl, 3alMCH TI0 OYMCTKE TOMENIeHuH u obopynoBanus. OOopyaoBaHWE, WHBEHTaph M
MaTepuaibl, HCIONb3yeMble ISl YOOpPKH (OYMCTKH), a TaKXKe MOIOIINE U JAC3HHPUIPYIOIIHe
CpencTBa JODKHBI BBIOMPATHCS, MCIOJB30BAThCS W XPAHUTHCS TaKUM 0O0pa3oM, 4TOOBI OHU HE
SIBUJINMCH HCTOYHHKOM KOHTAMUHAIIMH.

36. IlomeneHrs AOMKHBI OBITH CIIPOSKTHUPOBAHBI U OCHAIIIEHBI TAKUM 00pa3oM, YTOObI 00ECTICUNUTh
3alIUTy OT MPOHUKHOBEHHSI HACEKOMBIX, TPBI3YHOB WM JPYTHX >KUBOTHBIX. JloMKHA OBITH
paszpaboTaHa nmporpaMmma nMpopuIaKTHIECKOT0 KOHTPOJIS BpEIUTENCH.

37. KoMHaThI OTZIbIXa, TapIepOOHBIE KOMHATHI, TYIIEBIC M TYaJeThI Il pAOOTHUKOB JOJIKHBI ObITh
Ha/JIeXKAIMUM 00pa3oM OTAENEHBI OT 30H XpaHeHus. Hamudue MmuIeBbIX MPOIYKTOB, HAIIMTKOB,
Ta0aYHBIX U3CIINM, a TAK)KE JIEKAPCTBEHHBIX CPEJICTB VISl TUYHOTO MCIIOIh30BAHUS B TIOMEIIEHUSIX
CKJIaJIa 3arpeuieHo.



3.2.1. KoHTpoJIb 32 TEMIIEPATYPOH U YCJIOBUSIMHU NPOU3BOACTBEHHOM
cpeabl MOMeleHUsA

38. JomkHbl OBITh B HAJUYUU COOTBETCTBYIOLIEE OOOPYIOBAaHME, a TaKXKe perjIaMeHTHUPYIOIINe
IpoLEeAypbl JOKYMEHTHI (HampuMep, CTaHAAapTHBIE ONEpallMOHHBIE MPOLEAYpPBI) s KOHTPOJIA 3a
YCJIOBHSIMU IIPOU3BOACTBEHHOM Cpe/ibl IOMELIEHUSI.

K ycrnoBusiM NpoOW3BOACTBEHHON Cpelbl IMOMEIICHHUs, KOTOPbIE MOTYT IMOTpeOOBaTh KOHTPOJIS,
OTHOCSTCSI TEMIIEpATypa, OCBELIEHHOCTb, BIAXKHOCTh M YUCTOTA B IIOMEILICHUSX.

39. HeoOXoauMO BBIIOJHUTH [EPBOHAYAIBHOE HW3YYEHHE pACHpPEICNICHUsS TeMIIepaTypbl
(TeMIiepaTypHO€ KapTUpPOBAaHME) B MOMELICHUSX /U1 XpAaHEHUs Mepesl HayajaoM UX HCIOJIb30BaHUs
C COOJII0JIEHUEM YCIIOBUM, OTPaKAIOIIUX MapaMeTpsl dKcIutyaTanuu. O6opyaoBaHue A KOHTPOJIS
TEMIEPATYPbI JOJKHO ObITh Pa3MEILEHO B COOTBETCTBUH C pe3yJIbTaTaMU aHAIN3a TEMIIEPATYpPHOTO
KapTUPOBaHUS B TOUKaxX HanboJiee 3HAUUTEIbHOTO KOJIeOaHUs TEMIEPATyPHI.

TemriepatypHoe KapTHpOBaHHWE HEOOXOIUMO MOBTOPATH B COOTBETCTBUU C PE3yJIbTaTAMH aHAIIN3a
PHCKOB WJIM B ClIydae CYIECTBEHHBIX M3MEHEHHUI B YCTPOMCTBE MOMELIECHHs WX 000pYIOBaHUU
JUIs1 KOHTPOJISL TEMIIEPATYPBL.

B ciyuae ecnu mtomaas moMenieHui, UCIOIb3yEMBbIX JIJIsl XpaHEHUS TIPU KOMHATHOW TeMIIepaType,
HE TPEBBIIIAET HECKOJIBKUX KBAJIPATHBIX METPOB, JOJIKEH OBITh MPOBEJICH aHAIN3 MOTCHIIMAIBHBIX
PUCKOB (HampuMep, HaJW4us OTONUTENbHBIX NPUOOPOB) U O0OpPYIOBaHHE Ji KOHTPOJIA
TEeMITepaTyphl JOHKHO OBITh pa3MEIICHO B COOTBETCTBUH C pe3yJIbTaTaMU aHAIH3a.

3.3. O6opynoBanue

40. O60py,Z[OBaHI/IC, OKa3bIBAKOIICC BIMAHNUEC Ha XPAHCHUC U pCAIN3allUI0 JICKAPCTBCHHLIX CPECACTB,
MPOCKTUPYCTCA, pasMCIIACTCA U 06CJ'I}’)KI/IBa€TC$I COTJIaCHO MHCTPYKIOUAM IO €r0o HCIIOJIb30BaHUIO
(SKCHHyaTaHI/II/I). I[OJ'DKCH OBITh YTBCPKACH IIJIaH TCEXHHUYCCKOI'O OGCJ’IY)I(I/IBaHI/IH HanOoJee
S3HAYUMOT'O JJI BBIITOJHCHHA COOTBECTCTBYIOIINX onepam/n?l O60py,I[OBaHI/I$I.

41. OO6GopynoBaHue (CpelIcTBa H3MEpPEHUi), HCHOIb3yeMOe sl KOHTPOJS WJIM MOHHTOPUHIA
YCIIOBUHM XpaHEHUS JIEKAPCTBEHHBIX CPEACTB, JOJKHO OBITH MOBEPEHO B MOPSAKE, YCTAHOBICHHOM
3aKOHOJIATeNIbCTBOM TOCYAAPCTB-WIECHOB, M OTKAIMOPOBAaHO B OIpEJEIEHHbIE MEXIIOBEPOUHbIE
MHTEPBAJIbl UCXO/IS U3 aHAJIN3a PUCKOB M HAJIE)KHOCTH 000pY10BaHUSI.

[Tpu kanOpoBke 000pyIOBaHUS JOJKHA OBITH 00ECIeueHa METPOJIOTHYecKas MPOCIIeKUBAEMOCTh
UCIIOJIb3YEMBIX 3TAJIOHOB K HAIIMOHAJIBLHBIM MJIM MEXKTyHApPOIHBIM 3TAJIOHAM €IMHUL] BETUUHH.

42. Jlng omepaTUBHOTO BBISBIEHUS OTKJIOHEHHH OT TpeOyeMBIX YCIOBHM XpaHEHHUsS HEOOXOIUMO
UCIIOJIb30BaTh COOTBETCTBYIOIIME CHUCTEMbl CHUTHAJIHM3AIMU. YPOBEHb OIMOBELICHUS JIOJKEH OBITh
YCTAaHOBJIEH COOTBETCTBYIOIIUM 00pa3oM. CHCTeMbl CHUTHaJIM3alUU JOJDKHBI MEPHOJUYECKH
TECTUPOBATHCS JUIsI 0OecTeueH s UX HaJyIexaniero (QyHKIMOHUPOBAHMUS.

43. Omnepanuy 1O PEMOHTY, OOCIYXKMBAHHUIO, MOBEPKE U KaTIUOpPOBKE OOOPYJOBAHUS OJDKHBI
OCYIIECTBIIATBCS TaKUM 00pa3oM, YTOOBI KayecTBO JICKAPCTBEHHBIX CPEJICTB HE IOJBEPraioch
HEraTUBHOMY BIHSHMIO. [Ipn HEOOXOIUMOCTH NOKEH OBITh CO3/1aH Pe3epBHBIN (DOH MPUTOIAHBIX
000pyOBaHUS M CPEICTB M3MEPEHHH /ISl UCTIOJIb30BAHUS BO BPEMSI PEMOHTA, OOCITY)KUBAHUS HIIH
MIOBEPKHU.

44. Omnepanuu 1Mo PEeMOHTY, OOCTY>KUBAaHUIO W KaJIMOpOBKE HaubOoyiee 3HAYMMOTO OO0OpYAOBAHUS



JOJIKHBI OBITh COOTBETCTBYIOIIUM O0OPa30oM JOKYMEHTAIbHO O(GOPMIICHBI, JOKYMEHTAIUs TOJIKHA
OBITH COXpaHEHA.

K nambonee 3HauMMOMY OOOPYAOBAaHHIO OTHOCATCS KOHAWIIMOHEPBI, XOJOIWIbHBIE Kamephl
(XONOUIBPHUKY) WJIM YCTPOMCTBA, OXpaHHAasi M IOKapHAs CUTHANM3AlLMsA, CUCTEMbl KOHTPOJIS
J0CTyla, BEHTWISLMOHHAs CUCTEMA, CHUCTEMAa YBIAXKHEHUS M (MIM) OCYLIEHUS BO3/yXa,
TEPMOTUTPOMETPHI (IICUXPOMETPBI) UM HHOE O0OpYAOBaHUE, HCIOJb3YEeMOE HJIsi PErucTpaluu
TEMIIEpPaTyphl U BIAKHOCTH, a TAK)KE 000PYI0BaHUE, UCTIOIB3YEMOE JJIsl TPAHCIIOPTUPOBKHU.

3.3.1. KoMnbrTepu3UpOBaHHbIEC CHCTEMBbI

45. llepen HavajioM HCIOJIb30BaHUS  KOMIBIOTEPU3UPOBAHHONW  CHCTEMBI  HEOOXOIUMO
IPOIEMOHCTPUPOBATH C IMOMOIIBIO BAJIMIALMH WM BepU(PUKALIMK, YTO CHCTEMa CIIOCOOHA NOTyYaTh
3aJJaHHbIE PE3YJIbTATHI TOUYHO, €IMHOOOPA3HO U BOCIIPOM3BOIUMO.

46. J1omkHO OBITH B HAJIMYUHU [TMCbMEHHOE JI€TAJIbHOE ONKUCAHUE KOMIIBIOTEPU3UPOBAHHON CHCTEMBI
(BKJItOYAs 110 BO3MOXKHOCTHU JMarpaMMbl). Takoe onucaHue JOJHKHO MOAJCPKHUBATHCS B aKTYalbHOM
COCTOSSHUM U JOJDKHO BKJIIOYAaTh B ce€0s NPUHLMUIBL, LIETH, Mepbl 0€30MacHOCTH, 00JacTb
IPUMEHEHHUS U OCHOBHBbIE (DYHKIIMOHAJIbHbIE OCOOCHHOCTH, a TaKXe MOPSJIOK HCIOJIb30BAHUS U
uHTepdeiic 1 B3aUMOJACHCTBUS C JPYTUMH CUCTEMAaMH.

47. BBoag nganHbBIX B KOMIIBIOTCPU3HUPOBAHHYKO CHUCTEMY HWJIM HWX H3MCHCHHC JIOJIKHbBI
OCYHICCTBIATHCA TOJIBKO pa6OTHI/IKaMI/I, OTBETCTBCHHBIMU 3a I[aHHBIfI BUJ pa6OTI>I.
KOMHBI-OTepI/BI/IpOBaHHaSI CHUCTCMA JOJI’KHA PETUCTPUPOBATH BCC U3BMCHCHUA B CUCTCME C YKA3aHUCM
MMOJIB30BAaTEJIA, COBCPIIAOIICTO OTH U3MCHCHMUS.

48. JIomxHBI OBITh MIPEAYCMOTPEHBI (HU3NUECKUE UITH DJEKTPOHHBIC CPEICTBA IS 3alIUTHI JaHHBIX
OT CIIy4yallHOTO WJIM HEMPaBOMEPHOTO BHECEHUs M3MEHEHMH. J[OCTyHmHOCTh COXpPaHEHHBIX JAHHBIX
JOJDKHA peryyspHo mpoBepsaThes. HeoOxonnMo Ha peryisipHOW OCHOBE CO3/1aBaTh pPE3EpPBHBIE
KON COXPAaHEHHBIX JIaHHBIX. Pe3epBHbIE KONUU JAHHBIX, BBEJECHHBIX B KOMIBIOTEPU3UPOBAHHYIO
CHUCTEMY, JIOJDKHBI XPAHUTHCS B COOTBETCTBUM CO CPOKAMH, YCTAHOBJIEHHBIMHU 3aKOHOJIATEIHLCTBOM
rOCy/AapCTB-UJICHOB, HO HE MEHEe 5 JIeT, B H30JIMPOBAHHOM M 0€30MacCHOM MECTE.

49. JlomkHBI OBITH MPETYCMOTPEHBI MPOLEAYPHI, ONMPENLISIIONME MOPSI0K JCUCTBUI B Clydae
c60eB B paboTe CUCTEMBI UJIH BBIXOJIA €€ U3 CTPOS, & TAKKE MEPHI IO BOCCTAHOBIICHUIO JTAHHBIX.

3.3.2. Kasmmukauusi 1 BajJauganusi

50. Opranuzainys JI0JDKHA OMPEeIUTh KIIF0UeBOe 000pYyI0BaHHE U MPOLIECCH, KOTOPBIE TOJIeKAT
KBauHGUKauK W (WIM) BIMJANUA C TENbI0 TMOATBEPKIACHHUS HAJJICKAIIET0O MOHTaXa W
sKkcruryatanu. O0beM MPOBOAMMBIX PabOT Mo KBaMM(PUKAIMK U (WJIK) Bamuaanuu (Hampumep,
XpaHeHHE, TOATOTOBKAa K OTTPY3KEe M YIAKOBKA) OMpPEAENseTCS Ha OCHOBE JIOKYMEHTAJIBHO
O0(OPMIICHHOTO aHAIIN3a PUCKOB.

O6opyoBaHue U MPOLECCHl JOKHBI OBITh KBATU(DUIIMPOBAHBI U (MJIU) BAIMAUPOBAHBI IO Hayala
9KCITyaTallid WJIM TOCie JII0OOT0 3HAUYUTEIHHOTO M3MEHEHUs (HampuMep, IMOclie PEMOHTa WU
TEXHUYECKOTO OOCITYKHUBAHUS).

[TpoBenenne Banmmanuu Wiu KBaupukanuu ohopMIIIETCS OTYETaMH, B KOTOPBIX JOJKHBI OBITH
000011IeHBI TTOJTyYeHHBIE PE3YJIbTATHI, & TAKXKE JaHbI 00BICHEHUS BBISIBICHHBIM OTKJIOHCHUSIM.



51. OTKIIOHEHHS OT YCTAaHOBJICHHBIX MPOIEIYP JOKYMEHTAIBHO O(OPMIIIOTCS, pa3pabaThIBAIOTCS
MCPbI, HAITPABJICHHLIC HA UX YCTPAHCHUC, 4 TAKIKC Ha NPCAOTBPAICHUC UX IMOABJIICHUA B 6y,[[}’H_IGM
(KOoppekTupylomme W Tpeaynpexparonme aeictsus). HeoOXoauMOCTh  OCYIIECTBICHHS
KOPPEKTUPYIOIIUX ¥ MPEAYNPESKIAIONINX JIEHCTBUI OINpeaenseTcss Ha OCHOBE CTATUCTHYECKOTO
NPOTHO3UpOBaHHs (NpUMEHEHHE balecoBCKUX Mojesneld MPOTHO3WPOBAHUS), NPUMEHEHHUS
KOHIICTIIMM aHain3a (apMalleBTUYECKMX PUCKOB M WHCTPYMEHTOB IO YIIPABICHHIO PHUCKAMH,
NPUBEJICHHBIX B TpaBWIaX HAJJICKAIIEH MPOW3BOACTBEHHONM MpPaKTHKH  EBpa3uiickoro
SKOHOMHYECKOTO COr03a. J[O/KHBI OBITH TONYYEHBI JIOKA3aTeIhCTBA YCICUTHOW BATUIAINH H
NPUEMIIEMOCTH TIpPOIlecca MM O0OPYAOBaHMsS, KOTOPHIC YTBEP)KIAAIOTCS COOTBETCTBYIOIIMMHU
paboTHUKAMU.

4. JlokymeHTaUA

4.1. IlpuHUIMI

52. Haanen(amaﬂ AOKYMCHTAHA ABJIACTCA HEOTHEMJIEMOM YaCThI0 CHCTEMEI KauyecTBa. SaﬂaanH
AOKYMCHTAllUU SBJISAIOTCA NPCAOTBPAILLICHUC OI_HI/I6OK, KOTOpbIC MOI'YT BO3HHKAThb BCJICACTBUC
YCTHOﬁ KOMMYHUKAIIUA, U OTCICKHUBAHUC OTACIBHBIX onepaunﬁ B IIpoHecce ,Z[I/ICTpI/I6LIOI_II/II/I
JICKApPCTBCHHLIX CPCACTB.

4.2. O0mue TpedOBaAHUA

53. K #OKyMeHTaluu OTHOCATCS: IMUCBbMEHHBIE NPOLEAYPbI, MHCTPYKLMH, IOTOBOPBI, 3alMCH,
OTYETHI, IPOTOKOJIbI UCHBITAHUHN U JApyrue OyMa)kHble WM 3JIEKTPOHHBIE HOCUTENHU MH(OpMAaIUH,
Ha KOTOPBIX PETUCTPUPYIOTCS JaHHble. JloOKyMeHTanMs JO0JKHA OBITh JIETKO JOCTYIHA JUIs
HEepCOHaNa AUCTPUOBIOTOPA U BOCCTAHABINBAEMA.

54. OOpaOoTka TNEpCOHANbHBIX JaHHBIX PAOOTHUKOB JUCTPUOBIOTOpPA, JIMIl, HAMPAaBUBIIMX
NPETEeH3UH, a TaKXkKe JIOOBIX JAPYrux (U3MYEeCKHX JIMIl OCYLIECTBISETCS B COOTBETCTBUHU C
TpeOOBAaHUSAMHU  3aKOHOJATEIbCTBA  TOCYNApPCTB-WIEHOB,  IPEIyCMaTPUBAIOUIMMU  MOPSAIOK
00paboTKH, XpaHEHUsI IEPCOHATIBHBIX TaHHBIX, BKJIIOYas Mepeaaydy NepcoHaIbHBIX JaHHbBIX TPETbUM
JIUIIAM.

55. JlokymeHTanusl JOJ>KHA B JOCTATOYHOM CTEMEHU OXBAThIBATh BCE MPOLIECCHI, BBITOIHIEMBIC
JTUCTPUOBIOTOPOM, U OBITh TTIOHATHON pabOTHUKAM. TEeKCT TOKYMEHTOB JJOJDKEH OBITh OJHO3HAYHBIM,
HE JIOMYCKAIOIINM JIBYCMBICIICHHBIX TOJIKOBAHUHN M OMIHOOK.

56. IIpouenypsl AOKHBI OBITH YTBEP)KJIEHBI, MOJIUCAHBI U AATHUPOBAHBI OTBETCTBEHHBIM JIUIIOM.
JlokyMeHTaIus 10JKHA ObITh YTBEPXKJCHA, MOANKUCAHA U JaTUPOBaHA CHENMaIbHO Ha3HAUYCHHBIMU
JUIAMH, COTJIACHO YCTaHOBJIEHHBIM TpeOoBaHMSM. JloOKyMeHTanMsi He JOJKHA OQOPMIISTHCS OT
pyku. B Tex ciydasx, Korja BHECEHHME pYKONMCHBIX 3amuceil HeoO0XOAMMO, JOJKHO OBbITh
MPelyCMOTPEHO HAJIMYNE HEOOXOAUMBIX MOJIEH.

57. JIroOble ucnpaBiieHNs], BHECEHHBIE B JJOKYMEHTALINIO, JOJKHBI OBITh JATUPOBAHBI U MOIMCAHBI,
UCTIPABJICHUS! JIOJDKHBI OBITh BHECEHBI TaKUM 00pa3oM, uTOOBI COXpaHsJIaCh BO3MOXKHOCTh
NPOYTEHHs] MEepBOHAuYaNbHbIX 3anucedl. [Ipy HeoOXOoAMMOCTH CleayeT yKa3blBaTh MPUYHHBI
BHECEHMS UCIIPABJICHUIA.

58. JlokyMeHTaus MOIJICKHUT XPAaHEHUIO B TEUEHHE CPOKA, YCTAHOBJIEHHOTO 3aKOHOAATEIhCTBOM



roCcy/apCcTB-4J€HOB, HO He MeHee 5 yerT. llepcoHanbHble AaHHbIE PAOOTHUKOB IOJIKHBI OBITH
YHUYTOXKEHBI WM OOE3UYCHBI, KaK TOJbKO WX XpaHEHHUE IMepecTaeT TPeOOBaThCS ISl IENCH
JUCTPUOBIOLINY JIEKAPCTBEHHBIX CPEJICTB.

59. Kaxplii paOOTHHUK JOJDKEH UMETh ONEPATHBHBIM JIOCTYN K JOKYMEHTAIIMH, HEOOXOIUMOH IS
BBIIIOJIHEHUSA CBOUX JOJKHOCTHBIX OOSI3aHHOCTEM.

60. Ocoboe BHUMAHHUE [OJDKHO YAENSATHCS HCIOJIb30BAHUIO JCUCTBYIOUIMX U YTBEP)KICHHBIX B
YCTaHOBJICHHOM TOpsiKe mporenyp. JomkHbl ObITh 4eTKO 0003HAYCHBI HAMMEHOBAaHWE W IIEJh
JIOKyMEHTA. JJOKyMEHTBI JJOJIKHBI PEryJIsipHO MEPECMaTPUBATLCA U MOAAEPKUBATHCS B aKTYyaJIbHOM
cocrossHuu. K mpoueaypam HeoOXOauMO MPUMEHSTh KOHTPOJIb Bepcuil. JloKHA CyIIecTBOBAThH
cucTeMa, MPEeAOTBPALIAOIIAs HENPEIHAMEPEHHOE HCIIOIb30BAHUE YTPATUBLIEH CHJIBI PENAKLIUU
JOKYMEHTa. YCTapeBIIME W YTPATHUBUIME CWIY PEAAKIHU JTOKYMEHTOB, PErJIaMEHTUPYIOIIUX
MPOLEAYPHI, JOJKHBI U3BIMATHCS U3 JOKYMEHTO000POTa U apXUBUPOBATHCS.

61. JIOJOKHBI COXPaHATBHCS 3aIMCH, OTHOCSIIHECS K BBIIOJHEHHIO BCEX JICHCTBHUI, Kacaroluxcs
MOJYYCHHON WM MOCTaBJICHHOW MPOAYKLMH, a TAK)KE 3allUCH 10 OKa3aHUIO0 OPOKEPCKUX YCIyT
(HanpuMep, 3asBKH, CU€Ta, TOBAPHbIC HAKIAJHbIC) WM JPYTHE 3allUCH B 3JCKTPOHHOM BHUJE WU
UHOH popme.

3anmucu JOJDKHBL BKIIOYATh KaKk MHUHMMYM CIEIYIOLIYI0 HMH(OpMaiuio: aara, HaMMEHOBAaHUE
JIEKapCTBEHHBIX CPEACTB, KOJIMYECTBO MPUOOPETEHHBIX WM IIOCTABJIEHHBIX JIEKAPCTBEHHBIX
CpeCTB, HAUMEHOBAHUE U aJlpec MOCTABIIUKA, [TOJyyaTessl WK Ipy3omoayyareis (B 3aBUCUMOCTH
OT TOT0, YTO IPUMEHHUMO), & TAKXKE HOMEP CEPUH.

3anucu JOJIDKHBI OLITH CACIaHbl HEIIOCPCACTBCHHO B MOMCHT OCYHICCTBJIICHUSA COOTBCTCTBYIOIIHX
onepauuu.

5. IIpouecc nucTpUOBIOINH JIEKAPCTBEHHBIX CPEICTB

S.1. llpuHuMI

62. Bce pgeiicTBUs QUCTpUOBIOTOpA JTOJKHBI OCYHIECTBISATHCS TaKUM 00pa3oM, uyToObl He Oblia
yTpaueHa HJIEHTUYHOCTh JIEKAPCTBEHHBIX CPEJICTB M COOJIIOJANUCh TpeOOBaHMs, yKa3aHHbIE Ha
YIaKOBKE JIEKAPCTBEHHBIX CPEACTB. JUCTPUOBIOTOP AOKEH NMPUHUMATh HEOOXOAMMBIE MEpPBI IS
MUHMMH3ALUU PUCKA TPOHUKHOBEHHUS (PambCHU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB B LIEIb
peanu3anuH.

63. JlucTpuObIonny MOUIeKAT CIEAYIONINE JIGKAPCTBEHHBIE CPEICTBA!
a) 3apEruCTPUPOBAHHBIE B COOTBETCTBUH C 3aKOHO/IaTE€ILCTBOM TOCYAapCTB-UJIEHOB;
0) 3aperucTpUPOBAHHBIC B COOTBETCTBUHU C aKTaMH, BXOAIITUMU B TIpaBo Cor03a;

B) HE3aperucTpUpOBaHHbIE U (W) BBO3UMBIE (BHIBO3UMBIE) B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
roCy/apCTB-4JIEHOB U aKTaMH, BXOASAIIUMH B ITpaBo Coro3a.

64. JIuctpuOproTOp, KpOoMe Jepkarelns (Biaenblia) peruCTPAllMOHHOTO yAOCTOBEPEHUs (TOPrOBOM
JTUICH3UH ), KOTOPBIA MPHOOpETaeT JIEKapCTBEHHOE CPEACTBO B JPYrOM rocyJapcTBe-diieHe, 00s3aH
YBEIIOMHTh O CBOEM HAMEPCHHHU JepiKaTelsi (BIaeiblla) PETHCTPAIMOHHOTO YIOCTOBEPEHHS, a
TAaK)K€ YIOJHOMOYEHHBIM OpraH roCyJapcTBa-djeHa, B KOTOPOE IIPEAIOaraercs IOCTaBUTh
JICKApCTBEHHOE CPEJICTRBO.



65. JIro0nie HeﬁCTBHH, BBIIIOJIHACMBIC COITIACHO ITOJIOXKCHUAM HACTOAIICTO Ioapasgciia, JOJXKHBI
OBITH OJIHOCTHIO OIIKCAHEI B COOTBCTCTBYIOL[Ief/’I JOKYMCHTAIlUU CUCTCMbI KauCCTBA.

5.2. OneHka nocTaBIINKOB

66. JluctpuOpioTOp 00513aH MOJIy4aTh JEKAPCTBEHHbIE CPECTBA TOJIBKO OT OPraHU3alUN, UMEIOLIIX
paspenieHue Ha OCYIIECTBJICHHE JCSITENBbHOCTH IO MPOU3BOJCTBY WM  JUCTPUOBIOIUU
JICKaPCTBEHHBIX CPEJICTB, BbIIAHHOE YIIOJHOMOYEHHBIM OPIaHOM.

JuctpulpioTop, MpUOOpeTaOUINiA JeKapCTBEHHBIE CPEACTBA y APYroro AMCTPUOBIOTOPA, AOJDKEH
YIOCTOBEPUTHCS, YTO MOCTABIIUK JIEKAPCTBEHHBIX CPEICTB COOJIOAAEeT TpeOOBaHUS HaJuIexkallel
TUCTPUOBIOTOPCKOW TMPAaKTHKH ¥ HMMEET pa3pelleHue Ha OCYUISCTBICHHE JTaHHOTO BHUA
NEeSITeIbHOCTH, BbIJAHHOE YIIOJTHOMOYEHHBIM OPIaHOM.

Ecnu mocraBka JE€KapCTBEHHBIX CPENICTB OCYIIECTBISCTCS MPU y4aCTHUH OpoKepa, TUCTPUOBIOTOP
JIOJIKEH YA0CTOBEPUTHCS, UTO OPOKEp 3aperucTpUPOBaH B YCTAHOBICHHOM MOPSIKE.

67. MeponpusTus MO OLEHKE U OJOOPEHHUIO0 TMOCTABIIMKOB JOJDKHBI OBITh BBIIOJIHEHBI
TUCTPUOBIOTOPOM 10 TPUOOPETEHHSI JIEKaPCTBEHHBIX CpeACTB. JlaHHBIE MEPONPHUATHS JOJDKHBI
OCYILIECTBIISITbCS B COOTBETCTBUM C YTBEPXKICHHOW MpPOLEAYPOM, HX PE3yIbTaThl JIOJKHBI
0(QOpPMIISITbCS TOKYMEHTAIbHO U IEPUOJANYECKU TIPOBEPSITHCS.

68. [lpu moamucaHuu JOTOBOPOB C HOBBIMHU IIOCTaBIIMKAMH OpraHU3aIUsl JOJDKHA MPOBOAMTH
HaJUIeKAIY0 POBEPKY MOCTABIIMKA C LETbIO MOATBEPKICHUS €r0 KOMIIETEHTHOCTH, HA/IEXKHOCTH
U COOTBETCTBUSI YCTAaHOBJICHHBIM TpeOoBaHusM. (Ocoboe BHHMaHUE HEOOXOAUMO VYACHAThH
CIIeAyIOUM (hakTopam:

a) penyTauus U (UJIM) HaJeKHOCTh MOCTaBIINKA;

0) TpeMIOKEHWS IO TIOCTaBKE JIEKAPCTBEHHBIX  CPEICTB, HauWOoIee MOJBEPKEHHBIX
banbcupuIPOBAHUIO;

B) MpEJIOKEHUS MO IOCTaBKE OOJIBIION MapTUM JIEKApPCTBEHHBIX CPEICTB, OOBIYHO JOCTYITHBIX
TOJILKO B OTPAHUYEHHOM KOJIMYECTBE;

1") LECHOBBLIC MMPCAJIOKCHUS, HC COOTBCTCTBYIOIINEC PEIHOYHBIM.

5.3. Ouenka 3aKa34uKOB (MoJy4yarTesiei)

69. JluctpuOboTOp 0053aH  YAOCTOBEPUTHCS, UYTO TIOCTaBKa JIGKAPCTBEHHBIX CPENICTB
OCYIIECTBIISIETCS TOJIBKO OPTaHMU3AIMAM, UMEIOIIUM pa3perieHue (JUIEH3UI0) I WHBIE 3aKOHHBIE
OCHOBaHHUsS ISl OCYIIECTBIICHHUSI JEATEIHHOCTH, OTHOCSIICHCS K OOpaIeHHIO JeKapCTBEHHBIX
cpencts Ha peiHke Coro3za.

70. K nepBoHayaJlbHOM M TOCJIEAYIOUIMM IMEPUOJUYECKUM OLIEHKaM BBIIIOJIHEHUS YKa3aHHBIX
TpeOOBaHUI OTHOCATCA CIEIyIOIIHNe EHCTBUS:

a) TIOJTyYEeHHUE KOTTHI COOTBETCTBYIOIINUX PA3PEIICHHUH (JTUIIEH3H );

0) olLleHKa MOIJMHHOCTH CBEACHUH, COJIEpKaIIUXCci B JOKyMEHTaX, ONMyOJIMKOBaHHBIX Ha calTax
COOTBETCTBYIOIMX OPraHOB I'OCYAAPCTBEHHOM BJIACTU B MH(OPMALIMOHHO-TEIEKOMMYHHUKALIMOHHOM
cetn "MHTepHer";



B) 3a1poC AOKYMCEHTOB, IMOATBCPKAAIOIINUX KBaJ'II/I(bI/IKaLII/IIO noJjiydarejsdi WM HaJIM4YUE IIpaBa Ha
OCYHICCTBJIICHUEC ACATCIBHOCTH, OTHOCSIIEHCS K 06pameHmo JICKAPCTBCHHBIX CPCACTB HAa PBIHKC
C0103a, B COOTBETCTBHUHU C 3aKOHOJATCIIBCTBOM I'OCYJapCTB-4JICHOB.

71. I[I/ICTpI/I6bIOTOp OTCIICKHUBACT OCYIICCTBIIACMBIC CACIKUM W IIPOBOAMT pacCICAOBaHUA B
OTHOIICHUHU JIFOOBIX OTKJIIOHEHHUI B LCIIOYKC pCaIn3allui HAPKOTUYCCKUX CPCACTB, INCUXOTPOIITHBIX
BCIIECTB U APYTUX OIIACHBIX BEIICCTB. HpI/I BBISBJICHUH OTKJIOHEHUM OT HpOHHC&HHOﬁ mpoucaypbl
pcajmsaniii, KOTOPbIC MOIYT O3HA4daTb HCIIOJB30BAHHUC JICKAPCTBCHHBLIX CpPCACTB HC II0
Ha3Ha4YCHUIO, JOJKHBI ITIPOBOAUTHCA paCCICaA0OBaHUAA. O pe3yiibTaTax paCCJ'IeI[OBaHI/Iﬁ JOJI>KHBI OBITE
YBCAOMIICHBI YITOJTHOMOYCHHBIC OPraHbl rOCYy IapCTB-YICHOB.

72. AUCTpuOBIOTOPOM AOJKHBI OBITH MPUHATHI MEPhI 1O 00ECTIEYEHUIO BBIMOJIHEHHS TpeOOBaHH B
OTHOIIIGHUU OOpallleHus JIEKapCTBEHHBIX CcpeAcTB Ha peiHKe (Cor03a, yCTaHOBJICHHBIX
3aKOHOJATEIHCTBOM I'OCYAapCTB-WICHOB U aKTaMU, BXOASIIKUMU B mipaBo Coro3a.

5.4. IlpueMKka JIeKAPCTBEHHBIX CPEICTB
73. OCHOBHBIMH 3aJ]a4aMu OTIEPALIUU 110 TIPUEMKE JICKAPCTBEHHBIX CPEJICTB SIBJIAIOTCS CIICAYIOIINE:

a) INpOBEpKa COOTBCTCTBUA IPHHUMACMBIX JICKAPCTBCHHLIX CPCIACTB TOBapOCOHpOBO,Z[I/ITeJ'IBHOI‘/‘I
JOKYMCHTAIlUH,

0) mpoBepKa MOJTy4eHUs JIEKAPCTBEHHBIX CPECTB OT YTBEPIKIECHHOT'O MOCTAaBIIIMKA;

B) IpOBEpKa OTCYTCTBHUS BHJUMBIX TMOBPEXKICHUN, KOTOpblE MOIJHM BO3HMKHYTh B IIpolecce
TPaHCIIOPTHPOBKH.

74. JlekapCTBEHHBIE CpEACTBA, TPEOYIONINE CHCIUAIBHBIX YCIOBUWA XpaHEHHUs WIH Mep
0€30MacHOCTH, JOHKHBI MPUHUMATHCS B IMEPBYI OYepelb U TMOCIE BBIMOJHEHUS HEOOXOIUMOMN
IMPOBEPKU JOJIKHBI OLITH HE3aMCJIUTCIIbHO IMEPEMEIICHBI B COOTBETCTBYIOIIYIO 30HY XPaHCHUA.

75. Cepum JEKapCTBEHHBIX CPEICTB, NMpeIHAa3HAYeHHBbIE Uil peanu3anuu B pamkax Coro3a, He
JOJDKHBI HAIIPaBJIATBECA B 30HY pealM3aluid A0 TOro, Kak B COOTBCTCTBHMU C IMNHWCbMCHHBIMH
npoueaypamMu  OyJeT  yJOCTOBEPEHO  BBIOJHEHHE BceX  TPeOOBaHMH, YCTaHOBIICHHBIX
3aKOHO/IaTeIbCTBOM TOCYIApCTB-WICHOB W akTamu, BXxoasumMu B mpaBo Corosza. s cepwuid,
NOCTYNAIOUIMX M3 JPYroro rocyJapcrBa-wieHa, JOKa3aTelbCTBa JOIMycKka Ha peIHOK Coro3a 10 uX
MOMCIICHHA B 30HY pCav3alvn JOJIKHBI OLITH TIIATCJIBHO IPOBCPEHBI MEPCOHAIIOM, O6y‘-leHHI)IM
Ha/IJIeKaIuM 00pa3oMm.

5.5. XpaneHnue

76. JlekapCTBEHHBIE CPEJCTBAa U NMPH HEOOXOAUMOCTH Jpyras MEAULMHCKAs MPOIYKIMS JOJKHBI
XPaHUTBHCS OTAEIBHO OT APYTHX MPOJIYKTOB, CIIOCOOHBIX OKa3aTh HA HUX BIMSIHUE, U JIOJKHBI OBbITH
3alllMIIEHBl OT BPEJHOIO BO3JEHCTBUS CBETa, TEMIIEPATyphl, BIAKHOCTH M JAPYTUX BHEIIHUX
¢dakropoB. Ocoboe BHUMaHUE CcIeAyeT YAENATh JEKapCTBEHHBIM CpEACTBaM, TpPeOyrOMUM
CIEIMAJIbHBIX YCIOBUI XpaHEHHUS.

77. TpancmopTHasi Tapa C JIGKAPCTBEHHBIMH CpEACTBAMH IPH HEOOXOAMMOCTH JOJDKHA OBITh
OUYHMUICHA ITEpPE] PA3MEILCHUEM JIEKapCTBEHHBIX CPEJCTB HAa XPAHECHHUE.

78. Cknajackue onepaiyy JO0JDKHBI 00ecreunBaTh TpeOyeMble YCIOBUS XPaHEHHs, a TaKkKe Mephbl
0€30I1aCHOCTH.



79. JlucTpuObIONUs JEKApCTBEHHBIX CPEICTB (OTrpy3Ka) NOJDKHA OBITh OpPraHU30BaHAa TaKUM
00pa3oM, 4TOOBI JIEKAPCTBEHHBIE CPEJCTBA C MEHBIIUM CPOKOM TOAHOCTH OTIPYKAIUCh B TIEPBYIO
ouepear (FEFO - first expire first out). OTKIIOHEHUS OT JAaHHOTO TPEOOBAHUS JOJKHBI OBITH
32I0KyMEHTHPOBAHBI.

80. Ilpu XxpaHeHUU JEKAPCTBEHHBIX CPEACTB U OOpaIEHUHN ¢ HUMHU JOJDKHBI ObITh IPUHSTHI MEPHI,
HalpaBJCHHbIE HAa MPEJOTBPAICHHE pPACCHINAHWS, HAPYIICHHS LEJIOCTHOCTH  YIIAaKOBKH,
KOHTAMUHAIIUM W  TepemyThiBaHUs. JIEKapCTBEHHBIE CpEACTBA HE JIOIDKHBI  XPaHUTHCS
HETIOCPECTBEHHO Ha IOJy, 32 MCKIIOUEHHEM CIy4aeB, KOIJla YIaKOBKa CHENHAIbHO pa3paboTaHa
JUISL TAKOTO XpaHEeHus (HarpumMep, 6aJUIOHBI ¢ MEAULIMHCKUM Ta30M).

81. HeKapCTBeHHBIe Cpe€acTBa, CPOK roaHOCTH KOTOPBIX HCTCK, AOJIXKHBI OBITE HE3aMCJINTCIIbHO
HU3BATHI U3 KATCTOPUU IMPUTOJHBIX IJIA ITOCTABKU oo (1)I/I3I/I‘-ICCKI/I (HSOHI/IpOBaHI)I B CriI€lHaJIbHOM
IIOMCIICHUHN HJIM 30HC XpaHeHI/IH), 1mbo ¢ IIOMOINBIO 3JICKTPOHHBIX CPCACTB, O6€CH€‘II/IB3IOH_II/IX
9KBUBAJICHTHYIO U30JIALUIO.

AHaM3 CKIIQJCKUX 3aMacoB JIOJDKEH HMPOBOIUTHCS PETYISPHO B COOTBETCTBUHU C TPEOOBaHUSMH
3aKOHOJATEIbCTBA TOCYAAPCTB-WICHOB. BBISBICHHbIE OTKIOHEHUS JOJKHBI OBITH JOKYMEHTAJIBHO
0(OpMIIEHBI, U B UX OTHOLIEHUH JI0JKHO OBITh IPOBEJEHO PACCIIEI0BaHUE.

5.6. YHHUYTOXKEHUE

82. JlekapcTBEeHHBIE CpPECTBA, MIPEAHA3HAYEHHBIC JIi YHUUYTOXKEHHUS, JOJKHBI OBITh HaJUICKAIUM
00pa3oM MPOMapKUPOBAHBI, XPAHUTHCS OTAETHHO B CIIEUaIbHOM MOMEIIEHUH WM 30HE, JOCTYI B
KOTOpBIE OrPaHUYEH, MPHU ATOM OINEPALMH C HUMH JOJDKHBI OCYILECTBIISITHCS B COOTBETCTBUU C
MMACbMEHHBIMU MPOLIETYPAMH.

83. YHUYTOXKEHHUE JOJIKHO OCYHICCTBIIATBHCA B COOTBCTCTBHUH C 3aKOHOJAaTCIbCTBOM
ToCyJapCTB-4JICHOB WJIM NPUMCHHMBIMHU MCEKAYHAPOJIHBIMHA Tp€6OBaHI/I$[MI/I B OTHOLICHUU
06pameHH;1, TPAHCIIOPTHUPOBKU U YHUYUTOKCHUSA JICKAPCTBECHHBIX CPCIACTB.

3ammcu 00 YHUYTOXKCHUU JOJIKHBI XPaHUTHCA B TCUYCHHC CpoOKa, YCTaHOBJICHHOT'O
3aKOHOAATCILCTBOM I'OCYJapCTB-UJICHOB.

5.7. IloaroroBka K OTrpy3ke

84. HeO6XO,Z[I/IMO KOHTPOJIUPOBAThH, 4TOOBI K OTTPY3KC ObLIH IIOATOTOBJICHBI 3ane6OBaHHBIe
JICKApPCTBCHHBIC CPEICTBA. Ha mMoMeHT ITOATOTOBKH K OTTPY3KE JICKAPCTBECHHBIC CPEACTBA JOJIPKHBI
HMETh COTJIaCOBAaHHBIN TOJIy4aTeyICM U OTIIPABUTCIICM OCTaTOYHBIHN CPOK IrOaHOCTH.

5.8. IlocTaBKka

85. IToctaBka  JIEKApCTBEHHBIX  CPEJACTB  JOJDKHA  COMPOBOXKAATHCS  JOKYMEHTaMHU,
MpEeayCMOTPEHHBIMU 3aKOHOJATEILCTBOM roCyIapCTB-4JI€HOB (cuer-¢akrypa,
TOBapHO-TPAHCIIOPTHAS HAKJIaHAs, MEXKIyHAPOIHAS HAKJIaJHasl, MHBOWC, aBUaHAKIIaHas U 1p.). B
COHpOBOI[I/ITe.HBHBIX I[OKYMGHTaX HeKapCTBeHHBIX Cpe,Z[CTB yKa?)bIBaIOTCSI CHGI[}’IOH_[I/IG CBCACHUA:
JaTa, HAWMEHOBAaHME JIGKAPCTBEHHOTO CpEICTBa, HOMEp cepuu (mapTHH), IOCTaBIsIEMOE
KOJIMYECTBO, JICKapCTBEHHas (opMa, JI03UPOBKA, HAWMEHOBAHWE W aJpEeC IOCTABIIHKA,
HAaMMEHOBAaHHME M aJpec Tpy30roydaress (aapec MecTa HaXOXJACHHS ONTOBOTO CKIIAna, €Clid OH
OTJIMYAETCS OT aJipeca IOPUIUUYECKOTO JIMIA), & TAKXKE YCIOBUS TPAHCIIOPTUPOBKHU U XpaHEHUSI.



3anucu O IIOCTaBKe moaIC)KaT XpaHCHUIO TaKUM o6pa30M, yToObl OblLIa oOOecrmeueHa
MMPOCJIICIKUBACMOCTD JIBUKCHHA JICKAPCTBCHHLBIX CPCACTB.

5.9. Okcnopr

86. OpraHmauHH, OKCHIOpTUpYIOIIad JICKaApCTBCHHBIC CPEACTBA, AOJIKHA HWMETh JIMOCH3UIO WA
HWHBIC 3aKOHHBIC OCHOBAaHUA B COOTBCTCTBHU C 3aKOHOHATCIILCTBOM TOCYHApPCTB-4JIICHOB MJIA
OCYHIECTBIICHUA OCATCIBHOCTH II0 I[I/ICTpI/IGBI-OHI/II/I JICKApCTBECHHBIX CPEACTB HWJIM JIMOCH3UIO HaA
MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB.

87. Hactosaume [IpaBuia npuUMEHSIOTCS K AKCIOPTY JEKApPCTBEHHBIX CPEJCTB B IMOJHOM OOBbeMe.
Ecnu sxcnoptupyembie JIeKapCTBEHHBIE CPEACTBA HE 3aperucTpupoBaHbl Ha Tepputopuu Corosa,
OpraHu3aIys, YKCIOPTUPYIOUIas JTEKApCTBEHHbIE CPEICTBA, JOKHA MPEANPUHATH HEOOXOIUMBIE
MEphl, HANpaBJICHHBbICE HAa TMPEAOTBpAICHUE IMOCTYIUICHUS JAaHHBIX JICKAPCTBEHHBIX CPEJCTB Ha
peiHOK Coto3a.

[Tpu sKcnopTe JeKapCTBEHHBIX CPEICTB OPraHu3allus, SKCIOPTUPYIOIIas JIEKApCTBEHHbIE CPEICTBA,
JIOJDKHA YJAOCTOBEPUTHCS, YTO IMOCTaBKA OCYLIECTBIISETCS B aApEC JIMI, UMEIOUIMX 3aKOHHBIE
OCHOBaHHUsl TIONy4YaTh JIEKAPCTBEHHBbIE CpPEIACTBA B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
COOTBETCTBYIOIIETO TOCYAAPCTBA JIJIsl AUCTPUOBIOIINYU JAHHBIX JICKAPCTBEHHBIX CPE/ICTB.

6. IIperen3un, Bo3BpaT, nogo3peHus B pajabcupurkanuu u 0T361B
JIEKAPCTBEHHBIX CPEACTB U3 00panieHust

6.1. IlpuHumn

88. Bce mpereH3uu, ciayyau BO3BpaTa, NOA03peHMs B (anmbcupukanuy, a TakkKe OT3bIB
JEKapCTBEHHbIX CPEACTB M3 OOpalleHus JOJDKHBI OBITh JTOKYMEHTAJIbHO O(QOpPMIIEHBI U
MMpoaHaJIU3UPOBAHBI B COOTBETCTBHUU C YCTAHOBJICHHBIMU ITPOLCAYpaMHU. COOTBCTCTBYIOHII/IC 3armcu
JIOJKHBI OBITh JIOCTYTIHBI YIIOJTHOMOYEHHBIM OpraHaM rocy1apCcTB-4JICHOB.

89. OueHka BO3BpAlllEHHBIX JIEKAPCTBEHHBIX CPEACTB JIOJDKHA OCYIIECTBIATHCA JO TNPUHATHUS
pelieHus 00 uxX o100peHUH 1Jis MOBTOPHOM nmocTaBku. [l ycnemHoi 60opr0bl ¢ danbcudukanueit
JIOJKHBI OBITH COTJIACOBaHHbIE JICHCTBUS BCEX YYACTHUKOB LIETIN PeaIn3aliu.

6.2. IIperen3zun

90. IIpereH3nuu AOIKHBI OBITH 3apETHCTPUPOBAHBI C YKa3aHHWEM clieaylolneld mHpopMmanuu: aara
MOJTyY€HUsl MPETEeH3UH, HAMMEHOBaHNE OpraHu3aly Wik GaMuiIus, UMs, OTYECTBO (IIPU HATUYHUN)
JM1IA, TPeAbSBUBIIETO MIPETEH3UI0, KOHTAKTHBIE TaHHbIE (HOMep TenedoHa 1 (akca (pu HATTMYUK),
AJIEKTPOHHAs T04YTa, aJpec), HAUMEHOBaHME JIEKAPCTBEHHOI'O CPEJICTBA, JIEKAPCTBEHHON (DOPMBI,
JI03UPOBKA, HOMEp Cepuu  (WIN) MapTUH, 00beM, IPUIUHA TPETEH3UH U TIP.

[Ipm 5TOM HEOOXOAMMO pa3Iu4aTh MPETEH3NH B OTHOIICHWH KauyecTBA JIGKAPCTBEHHBIX CPEICTB U
NPETEH3UH B OTHOIIEHUH COOIIOIEHHS TPeOOBAHUHN U YCIOBHIA AUCTPUOBIOIIH.

91. B ciayuae eciiu peTeH3UsI OTHOCUTCS K KaUECTBY JIEKAPCTBEHHBIX CPEJICTB MM IPEAIIOIAraeTcs
HaJIN4He HeZ00pOKaYECTBEHHBIX (banscuduMpoOBaHHBIX ) JIEKapCTBEHHBIX CPEJCTB,



MIPOU3BOIUTEIIb U (WIIH) JAepKATEIb PETUCTPAIMOHHOTO YIOCTOBEPEHUS JOJDKHBI OBITh YBEIOMJICHBI
00 3TOM He3aMeUIUTEIBHO.

92. B oTHOIIEHHH MpPETEH3UIl MO COOIIOACHUIO TPEOOBAaHMHM W YCIOBUI TUCTPUOBIOLUU JIOJKHO
OBITH TIPOBEACHO pacCiIEOBAaHHE C LENBI0 YCTAaHOBJICHUS MCTOYHHMKA (CyObeKTa) MM TPHYMHEI
IpeIbABICHUS TPETEH3NH.

93. Jlnst paboThl € MPETEH3USAMHU JODKHO OBbITh HAa3HAYEHO CIELUANbHOE JIUIO, & TaKXKe MOIYT
NPUBJIEKAThCA APyrue pabOTHUKU AUCTPUOBIOTOPA B HEOOXOIUMOM KOJTUYECTBE.

94. Tlo pe3ympTaTaM pacclelOBaHUS M aHaIW3a B OTHOIICHUU MPETCH3UN MpPH HEO0OXOIUMOCTH
JOJDKHBI ~ OBITh  TIPEANPHHATH  COOTBETCTBYIOIIME MEphI, BKJIIOYAs KOPPEKTHPYIOIIUE H
peIyTPexTAOINE JCHCTBHS, B TOM YHCIIE YBEIOMIICHUE, €CIIH 3TO HEOOXOIUMO B COOTBETCTBHH C
YCTaHOBJICHHBIMU TpeOOBaHUSIMHU YIOJTHOMOYEHHBIX rOCyIapCTBEHHBIX OpraHoB
rOCyIapCTB-UICHOB.

6.3. Bo3BpalleHHbIe JIEKAPCTBEHHBIE CPEICTBA

95. Omnepanuu C BO3BpALICHHBIMU JIEKAPCTBEHHBIMHU CPEACTBAMU JOJDKHBI OCYIIECTBISATHCS B
COOTBETCTBUU C JIOKYMEHTHUPOBAHHBIMU IPOLIEAYPAaMHU, OCHOBAHHBIMHU Ha OLICHKE PUCKOB, C YUETOM
cnenu(UKH JIEKApCTBEHHBIX CPEJICTB, CIEHUAIBHBIX YCIOBHA XpaHEHHS, a TaKXKe BpPEMEHH,
MPOLIEIIET0 ¢ MOMEHTa MEepBOHAYAIBHOW OTrpy3Ku. Bo3BpaT ocyliecTBiIsieTCs B COOTBETCTBUM C
3aKOHOJATEILCTBOM TOCYJapCTB-WIEHOB W JOTOBOPHBIMU 00s3aTENbCTBAMU MEXKIY CTOPOHAMH,
Y4acTBYIOUIMMH B BO3BPATE NPOAYKIIMH.

96. JlekapcTBeHHBIE CpENCTBA, KOTOpbIE paHee ObLIM OTTPYXkKEHBI, MOTYT OBITH BO3BpAIICHBI B
KaTeTOPHUIO TIPUTOHBIX JJIS MOCTABKH TOJIBKO B TOM CIIydae, €CJIU BBITIOJHEHBI BCE CIIEAYIOIINE
YCJIOBHSL:

LEJIOCTHOCTh BTOPUYHON (TIOTPEOUTENHCKOM) YMAaKOBKHM JIEKAPCTBEHHBIX CPEJCTB HE HapylleHa,
OTCYTCTBYIOT  CI€Abl  IOBPEKIECHHUM,  OTCYTCTBYET  MapKUPOBKa,  HEIPENLyCMOTPECHHAs
MIPOU3BOIUTENIEM, CPOK TOAHOCTH HE UCTEK, MPOAYKIIMS HE OTO3BaHa U3 0OpalleHNUs;

noJlyyaTesnb MpPEeACTaBWJI JOKYMEHTBHI, MOATBEpXKAaroliue COOJI0JIEHUE CHEUAIbHBIX YCIOBHM
XpaHEHUs U TPAaHCIIOPTUPOBKH;

JIEKapCTBEHHBIE CPEJICTBA OBLIA MTPOBEPEHBI M OIEHEHBI KOMIETEHTHBIM JIUIIOM, HA3HAYEHHBIM JIJIS
BBITIOJTHEHUS JAHHBIX JCHCTBUM;

JUCTPUOBIOTOpP pacrmojiaraeT JIoKa3aTeIbCTBAMU TOTO, YTO JIEKAPCTBEHHBIE CpPEICTBAa OBLIH
MOCTaBJIEHbl JIAHHOMY TIOJy4yaTesto (COIJIaCHO MPHJIOKEHHBIM KOMHUSIM  COOTBETCTBYIOLINX
COIIPOBOJIUTENIBHBIX JTIOKYMEHTOB): HOMEp CepuM M (WJIM) MapTUU COBHAJAeT C YKa3aHHBIM B
JOKYMEHTaX, OTCYTCTBYIOT OCHOBAaHMs IIoJlaraTb, 4YTO JIaHHBIE JIEKAPCTBEHHBIE CpEACTBA
banbcuPpUIMPOBaHbI.

JlexapcTBeHHBIE CpeENICTBA, TPEOYIOMIME O0COOBIX TEMIIEPaTypHBIX YCIOBHM XpaHEHHs, MOTYT ObITh
BO3BpalllCHbI B KATCTOPUIO TMPUTOJHBIX [JId TMOCTAaBKH, CCJIM HUMCHOTCA NOKYMCHTAJIbHBIC
JI0Ka3aTeabCTBA TOTO, YTO OHU XPAaHWINCh U TPAHCHOPTHPOBATIMCH B HAMJIESKAIIUX YCIOBHUAX B
TE€YEHHUE BCEIO BPEMEHH.

97. B cnydae BBIABICHHS JIOOBIX OTKJIOHCHHH HEOOXOIWMO IIPOBECTH OIICHKY PHCKOB,
MO3BOJISIIOIIYI0 YCTAaHOBUTH COXPAaHHOCTh JIGKAPCTBEHHBIX CpeAcTB. JlOMKHBI OBITH COOpaHbl U
OIICHEHBI JIOKA3aTEIILCTBA MO CIIETYIONIUM dTallaM:



a) NMOCTaBKa MOJy4YaTelo;

0) npoBepKa NPOAYKIUH (MICHTH(DHKALHS);

B) BCKPBITHE TPAHCIIOPTHOM YIaKOBKU (KOHTEWHEpa JJis IOCTABKH);

I') BO3BpAT JIEKAPCTBEHHBIX CPEICTB B TPAHCIIOPTHYIO YIAKOBKY (KOHTEHHED JUIsl IOCTABKH);
1) cOOp M BO3BPAT JIEKAPCTBEHHBIX CPEJICTB AUCTPUOBIOTOPY;

€) MOMeEIlIeHHE JIEKApPCTBEHHBIX CPEJICTB B CIELUAIBHYIO 30HY XpaHEHUs AUCTPUOBIOTOPA.
98. IIpuemka BO3BpaIICHHON MPOAYKIIUU 0€3 TOKYMEHTAILHOTO 0(hOPMIICHUS 3aIPEIacTCsl.

99. JlekapCTBEHHBIE CpPEACTBA, BO3BpAILEHHBIC B KATETOPUIO MPUTOAHBIX JJISl MOCTABKH, JTOJIKHBI
OBITH pa3MEIeHbl TaKUM O0pa3oM, YTOOBI CHUCTEMa OTIPY3KH MPOAYKIMH C MEHBLIMM CPOKOM
rogaocTa B niepByto odepens (FEFO) ¢pynkunonnposana a3 pexTHBHO.

100. TloxwuiieHHBIE JEKAPCTBEHHBIE CPENICTBA, KOTOpble ObUIM OOHApY>KEHBI, HE MOTYT OBITh
BO3BPAILIEHBI B KATETOPUIO PUTOAHBIX JIJIsI TIOCTABKH M IMOCTABIIEHBI MOTyYaTesIsIM.

6.4. DanbcupuuupoBaHHBIE JIEKAPCTBEHHbIE CPEICTBA

101. JIucTpuObiOTOp MAOKEH He3aMeAJIUTEIbHO HMH(POPMUPOBATH YIOJIHOMOYEHHBIM Oprax
rocyJapcTBa-wieHa, a TAaKKe JepiKaTelsl PEruCTPalUOHHOIO YJIOCTOBEPEHMs JIEKapCTBEHHOI'O
npernapara o ciiyyae BbIABICHUS (anbCU(UIIMPOBAHHOTO MPOAYKTA MM O HAJIMYUU TOJO3PEHHUH B
Takoi Qanbcupukanuu. JlanHas uHQOpMaIMsS JOKHA OBITH 3aUKCHPOBAHA JOKYMEHTAJIbHO B
COOTBETCTBUU C YCTaHOBJICHHBIMHU IIPOLEAYPAMH C COXPAHEHUEM BCEX MCXOJIHBIX JIaHHBIX, U B €€
OTHOILEHHUH JOJKHO OBITh IPOBEAECHO pacciel0BaHueE.

102. ®anbcupuupoBaHHbIE JIEKAPCTBEHHBIE CPEACTBA, OOHApy)KEHHbIE B LENU peaau3aluH,
JIOJIKHBI OBITH HE3aMEUIUTEIbHO (PU3NUECKH U30JIMPOBAHBI U TOMEIIEHBI HA XPAHEHUE OT/IEIBHO OT
JpYroi MpONYKLIUH B CIELHAIBHO BBIIEICHHOM IIOMEIIEHUU WM 30HE, JOCTYII B KOTOpBIE
OrpaHHYEH.

103. Bce omepanuu ¢ QanbcupUIUPOBAHHBIMU JICKAPCTBEHHBIMU CPEJCTBAMU JIOJDKHBI OBITH
JTOKYMEHTaJIbHO O(OPMIICHBI, C COXPAHEHUEM 3aIlHCeH.

6.5. OT3bIB U3 00OpaleHust

104. DddeKkTUBHOCTh NEHCTBUI MO OT3BIBY JICKAPCTBEHHBIX CPEICTB M3 oOpalleHus A0KHA
PETYISIPHO OIEHUBATHCS (HE pexe ueM 1 pa3 B rox).

105. JlomkHa CyIIecTBOBAaThH BO3MOXKHOCTh MHHIIMMPOBATH ACUCTBHUS MO OT3BIBY W3 OOparieHus
JIEKapCTBEHHBIX CPEJICTB B KpaTUalIliie CPOKHU B JTFOOOM MOMEHT BPEMEHH.

106. JInctpuOBIOTOpP AOHKEH CIIEIOBATh YKa3aHUSAM HH(POPMAIMOHHOTO TMHUChbMa 00 OT3bIBE W3
oOpalieHus, KOToOpoe MpH HEOOXOAUMOCTH JTOJDKHO OBITh YTBEPKIEHO YIOJTHOMOYCHHBIM OPraHOM
rocyaapcTBa-ujeHa.

107. JIeHcTBHS 1O OT3bIBY M HM3BATUIO U3 OOpALICHUS JOJDKHBI JOKYMEHTAJIbHO O(GOPMIIATHCS B
MOMEHT MX OCYILECTBICHHUS B COOTBETCTBUH C YCTAaHOBJIEHHBIMH IpOLEAypPaMHU. JJOKyMeHTanus 1o
OT3BIBY JIOJDKHA OBITH JOCTYIHON YITOJHOMOYEHHBIM OpraHaM rocy1apCTB-4JICHOB.



108. 3anmcu, oTHOCSIIHECS K JUCTPUOBIONNH, JOIDKHBI OBITH JOCTYIHBI JUIS JIMIIA, OTBETCTBEHHOTO
3a OT3BIB JIEKAPCTBEHHBIX CPEACTB M3 OOpaIleHUs, W JOJDKHBI COJAEp)KaTh JIOCTaTOYHYIO
UHGOPMAIMIO O JUCTPUOBIOTOpPAX JIEKAPCTBEHHBIX CPEICTB M O MPSAMBIX MOJydaressix (axpec,
HOMep TenedoHa 1 HoMep (akca (IpU ero HAIMYKUK), KOTOPBIE TOJDKHBI OBITH JOCTYIIHBI B pabodne
U Hepabo4ue Yackl), BKIIIOYas JaHHBIC B OTHOIIEHUH YKCIIOPTHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB U
ux o0pa3uoB (HOMep cepuu u (WIM) HapTHH, HAMMEHOBAaHUE, JICKApCTBEHHAs (opma, JO3UPOBKa, a
TaKOKe MIOCTABICHHOE KOJIMYECTBO).

109. [TocnenoBaTebHOCTh BBIMOJHEHUS JEHCTBUM, OCYIIECTBISEMBIX IPU OT3bIBE U U3BSITHUU CEPUU
u (WIM) mapTHH JIGKAPCTBEHHOTO CPEACTBA W3 OOpalleHMs, JOJDKHA OBITh JOKYMEHTaJIbHO
odopmIIeHa U OTpa)KE€HA B UTOTOBOM OTYETE.

7. JleiTeJIbHOCTD, EepegaBaeMasi HA AYTCOPCHHT

7.1. IlpuHUMI

110. JIrobast meaTenbHOCTh, Ha KOTOPYIO paclpoCTpaHstoTcs HacTosmue IpaBuia, mepeaanHas Ha
ayTCOPCUHT, JIOJDKHA OBITh HaAJeXalmuM o0pa3oM OmpeleleHa W COrjacoBaHa, JOJDKHA
KOHTPOJIMPOBATHCS BO M30€KaHUE Pa3HOUTECHUMN, CITOCOOHBIX MPUBECTH K HAPYIICHUIO COXPAHHOCTH
JIEKapCTBEHHBIX  cpeAcTB. JlomkeH  ObITh  3aK/IFOYEH  MUCBMEHHBIH  JIOTOBOP  MEXIY
JTUCTPUOBIOTOPOM-3aKa3YUKOM W HCIIOJHHUTEIEM, B KOTOPOM YETKO ONPEICIICHBI OO0S3aHHOCTH
Ka)XJ10i U3 CTOPOH.

7.2. 3aka3zuuk

111. 3aka34uK HECET OTBETCTBEHHOCTb 3a ACATCIIbHOCTD, IICPCAAHHYIO Ha ayTCOPCHHI'.

3aKa3uuK JOKEH YOeIUThCs B KOMIIETEHTHOCTH MCIIOJHUTENS AJIS BBIIOJHEHUs 0053aTEeNIbCTB 110
JOTOBOPY M obOecreuuTbh  COONIIOJIGHWE ~ UCHOJHUTENeM  TpeOOBaHMM  HaJIexarien
JUCTPUOBIOTOPCKONW TMPAKTHUKU IOCPEACTBOM YCTAaHOBJIEHUS B JIOTOBOPE COOTBETCTBYIOIIUX
YCJIOBHMM U POBEJICHUS ITPOBEPOK.

[TpoBepka MPaBOMOYHOCTH, KOMIIETEHTHOCTH M BO3MOKHOCTH HCITOJHUTENS BBITIOJHSATH YCIOBHUS
JIOTOBOpA JIOJKHA TPOBOMUTHCSA JIO HAyalla OCYIIECTBICHHUS JESATEIbHOCTH, MEPEIaHHOW Ha
AyTCOPCHHT, a TAaKXKE B CJIydae CYIICCTBEHHBIX M3MCHEHUI TaKOW JEATeNbHOCTU. [IepuoaudHOCTh
NPOBEICHUST MPOBEPOK JEATCILHOCTH, MEPEAaHHOW Ha ayTCOPCHHT, JOJDKHA OIMPEACIAThCA Ha
OCHOBAHMHU aHaM3a pUCKOB. CPOKHU U YCIIOBHSI TIPOBEICHHSI TIPOBEPOK JOJDKHBI OBITH COTIIACOBAHBI
CTOpOHAMH.

112. 3aka3zynk NpeAOCTABISET MCIOIHUTENIO BCIO MHPOPMALINIO, HEOOXOIUMYIO JUIsI BBITIOJTHEHUS
NesITeIbHOCTH, MEPeAaHHOW Ha ayTCOPCUHT, B COOTBETCTBHM C TPEOOBAaHHUSIMM, MPUMEHUMBIMU K
JIEKapCTBEHHBIM CPECTBAM, a TaKXkKe JIIOOBIMU JPYTUMH IPUMEHUMBIMU TPEOOBAHUSIMH.

7.3. UcniostHUTEIb

113. HcnomHutenb  JTOJDKEH HUMETh  HEOOXOOMMBIE  TOMEIIEHUST U 00OpyJAOBaHME,
JOKYMEHTHPOBAaHHBIE MPOLEAYPhI, 3HAHHUSI U OMBIT, a TaKKe KBATM()UIUPOBAHHBIN MEPCOHAT IS
HaJIC)KAIIEro BBITTOJIHEHUS PaboT (YCIyT) MO JOTOBODY.



114. HcnomHurtens HE MODKEH IepelaBaTh TPEThEH CTOPOHE BBHIMOJHEHHE padboT (yCiIyrH),
BBITIOJTHEHHE KOTOPBIX MOPYYCHO €My IO JIOTOBOpY, 0€3 MpeaBapUTEIbHONW OLEHKH U OJO0OpCHHUS
TaKOM Iepeaun 3aKa3uyuKoM, a TakyKe J0 MPOBECHUS IPOBEPKU TPEThEl CTOPOHBI 3aKa3UUKOM WJIH
ucrnosHuTeseM. JloroBop Mexay MCIOTHUTEIEM U TPEThEd CTOPOHOM JIOJKEH TapaHTUPOBATh, YTO
uH(poOpMallisg O BBIMOIHIEMbIX paboOTax MPEACTABISAETCS B COOTBETCTBUHU C JOTOBOPOM MEXKIY
3aKa34MKOM U UCTIOJHUTEIIEM.

115. McnionHuTENb HE JOJDKEH OCYIIECTBIATH KaKue-IMOO JeHCTBUS, KOTOPhIE MOTYT MPHBECTH K
HoTepe KayecTBa JEKapCTBEHHBIX CPE/ICTB 3aKa3UHKa.

116. UcnonHuTeNb TOMKEH COOOIIATh 3aKa34nKy 00y HHPOPMAILHIO, OTHOCSIIYIOCS K KaueCTBY
JIGKapCTBEHHBIX CPEJICTB 3aKa34MKa, B COOTBETCTBHU C YCIOBUSIMHU JIOTOBOPA.

8. CamouHCcneKMS AUCTPUOBIOTOPOB

8.1. lIpunuun

117. CamMOMHCIEKIIMU JOJKHBI MPOBOAUTHCS Ul KOHTPOJS 3a BHEAPEHHEM M COOJIIOJICHHEM
TpeOOBaHUI HaIeKAIICH AUCTPUOBIOTOPCKON TPAKTHKH JICKAPCTBEHHBIX CPEACTB, a TaKXKeE C
LEJIBIO PA3pabOTKU HEOOXOAMMBIX KOPPEKTUPYIOLIUX Mep.

8.2. CamouHCIIeKIIUA

118. JlomxHa ObITH BHEJpPEHA MporpaMMa MPOBEACHUS CAaMOMHCIIEKIINH, OXBAThIBAIOIAs B paMKax
OIPEIENIEHHOr0 TIepro/ia BCE ACMEKThl HajJexalleld TUCTPUOBIOTOPCKON MpakTHKH, TpeOOBaHMM
3aKOHOJATENIbCTBA I'OCY 1apCTB-YWICHOB, PYKOBOJCTB U NPOLEAYD.

119. CamouHcniekIMM MOTYT OBITH pa3JeleHbl Ha HECKOJbKO CaMOCTOSTENbHBIX IPOBEPOK,
OXBAaThIBAIOIIMX OTJEIbHBIE CTOPOHBI JEATEIBHOCTH OpraHu3anvy. CaMOMHCIEKIMHU JIOJKHBI
MPOBOAMTHCS CIIEHUATbHO HA3HAYEHHBIM KBAJTU(UIMPOBAHHBIM IEPCOHATIOM OECIPUCTPACTHO U
TIATENbHO. [J0omycKarTCsa ayauThl, IPOBOAUMBIE HE3aBUCUMBIMU BHEIIHUMHU JKCIIEPTAMH, OJHAKO
OHH HE MOTYT 3aMEHATh CAMOMHCIIEKIUIO.

120. Pe3ynbpTaThl CaMOMHCHEKUUH JOKHBI OQOPMIISATHCS JOKYMEHTaNbHO. OTYETHl JIOJIKHBI
coJiepkaTh BCIO HMH(OpMaIuio, MOJyYeHHYI0 B Xoje uHcrmekiuu. Komust ordera 1oimkHA OBITh
IIpeJICTaBIeHa PYKOBOACTBY AUCTPUOBIOTOPA, a TAKKE MHBIM 3aWHTEPECOBAHHBIM JIHIIAM.

B cityuae BbIsBIEHUS HEOCTATKOB MJIM OTKJIIOHEHUH HEOOXOAMMO BBISICHUTH UX NPUYHMHY, a TAaKXKe
pa3paboTaTh M JOKYMEHTAJIbHO O(DOPMHUTH KOPPEKTHPYIOUIHE M MPEAyNpeKIaouiue JAeUCTBUS U
IIPOKOHTPOJIMPOBATH UX BBIIIOJHEHHUE.

9. TpancmopTupoBKa

9.1. IIpuHUMI

121.  JucTtpuObOTOp, TOCTABISIONIMNA JICKAPCTBEHHBIE CPEACTBA, 00s3aH  OCYIIECTBIISITH
TPAHCHOPTUPOBKY B YCIIOBHSX, OOECIEUMBAIOUIMX HMX COXPAHHOCTb M LIEIOCTHOCTb, 3aIIUTy OT
BO3JICUCTBUS (AKTOPOB OKpPYXKAIOMIEH Cpeabl, COOJI0IEHHEe HEeOOXOAMMOTO TEeMIIEPaTypHOTO



pexuma (yCI0BUN XpaHEHHs ), a TAKXKE 3aIIUTY OT (paibcrpuKaIim.

122. HesaBucumo oOT cmnoco0a TpPaHCIOPTUPOBKH HEOOXOAMMO O0OECHeYUTh BO3MOMXKHOCTh
MOATBEPXKJEHUS TOrO, YTO KadeCTBO U LEJIOCTHOCTh JIGKAPCTBEHHBIX CPEACTB HE ObLIN
MOJIBEPTHYThl HEraTUBHOMY BO3JICHCTBUIO B MTPOLIECCE TPAHCTIOPTHUPOBKH.

123. IlnanupoBaHHE TPAHCIOPTUPOBKHU JOJDKHO OBITH OCYIIECTBICHO Ha OCHOBAaHHHM aHAIIN3a
BO3MOYHBIX PHCKOB.

9.2. TpancnopTupoBKa

124. TpeOyemble yCIOBUSI XpaHEHHS JICKAPCTBEHHBIX CPEICTB JOJDKHBI COONIONATHCS B TCUCHHE
BCEr0 BPEMEHU TPAHCIOPTUPOBKM B COOTBETCTBUM C YKa3aHUSAMU IPOU3BOIMTENS WIU
uH(popMaliel Ha yIaKOBKE.

B ciiyyae BO3HUKHOBEHMS TAKUX OTKJIOHEHMI, KaK HapyIIEHHE TEMIIEPATyPHOr0 peXUMa UiIu opya
JIEKAPCTBEHHBIX CPEJCTB B IIPOILIECCE TPAHCHOPTUPOBKH, HMH(OpMALMg O HHUX JOJKHA OBITh
coo0IlleHa OTIPABUTENIO U TofyuyaTento. JJomkHa ObITh pa3padoTaHa U JOKYMEHTaIbHO odopmiieHa
MpOLEaYpA, ONPEIEIAIONIas MOPAI0K ICUCTBUM PH BOZBHUKHOBEHUN OTKIIOHEHUH U PaCcCiIeIOBaHUN
JAaHHBIX (PaKTOB.

125. JIuctpuObOTOp JOMKEH O0eCHe4uTh YCIOBHS, MPH KOTOPHIX TPAHCIOPTHBIE CpPEACTBA U
000pyI0BaHUE, UCTOJb3YEeMbIe JIJISi TPAHCIIOPTHUPOBKHU JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBOBAIU
OBl 1ENIIM WX MCIONB30BAHUS U OBUIM HAJUIeKAIIMM 00pa3oM YKOMILJIEKTOBAHBI JJIS 3alIUTHI OT
HEXEJIAaTeIbHOTO BO3JICUCTBHS, KOTOPOE€ MOXKET MPUBECTH K TMOTEPE KauecTBa JIEKAPCTBEHHBIX
CPE/CTB WJIA HAPYUIUTh LIETOCTHOCTh YIIAKOBKHU.

126. TpaHcnmopTHOE CpEACTBO W €ro 000pyIOBaHUE, WCIOJIb3yeMble [JIi TPAHCIIOPTHPOBKHU
JIEKapPCTBEHHBIX CPECTB, MOJKHBI COJIEPIKATHCSA B YUCTOTE U MOJBEPraThCs OUUCTKE U YOOpKE MO
Mepe HEOOXOAMMOCTH B COOTBETCTBUUM C TpPEOOBAHMUSIMM CAHMTAPHBIX HOPM, YCTAHOBJIEHHBIX
3aKOHOJATENLCTBOM TOCYIapCTB-WICHOB. JI0KHBI OBITH pa3paboTaHbl MUCEMEHHBIE MPOIIETYPHI MO
00CIYKUBAaHUIO M SKCIUTyaTallud TPAHCHOPTHBIX CPEICTB M 0OOPYIOBAHMS, MCHOIb3YEMbBIX IS
TUCTPUOBIOLINY JIEKAPCTBEHHBIX CPECTB, BKIIOYAs OUUCTKY U MEpPhl 0€30IaCHOCTH.

127. Onpenenenre HEOOXOAUMOCTH KOHTPOJSI TEMIEpaTyphl JOJKHO OCHOBBIBATHCS HA aHAIIN3E
PHUCKOB, CBS3aHHBIX C TPAHCIIOPTUPOBKOM JEKAapCTBEHHBIX CPEACTB MO BHIOPAaHHOMY MapIIpyTy.
Ob6opynoBaHue, HUCMHOIb3YyeMOE Ul KOHTPOJIA TeMIepaTypbl B THpolecce TPaHCHOPTUPOBKH,
YCTAHOBJIEHHOE€ Ha TPAHCIOPTHOM CpPEICTBE WM B KOHTEHHEpE, JOJKHO MPOXOJIUTH
NEpUOJINYECKOe TEXHUUECKOe OOCIy>XKMBaHHE, IOBEPKY U KaJUOpOBKY B COOTBETCTBUHU C
3aKOHOJIaTEJIbCTBOM I'OCYAApCTB-UJIEHOB.

128. Ilpu oOpalieHun C JIeKapcTBEHHBIMU CPEACTBAMH CIIEAYET M0 BO3MOXKHOCTU HCIOJIb30BaTh
CIELMAIU3UPOBAHHBIE TPAHCIOPTHBIE cpeacTBa U obopynosaHue. Ecim  ucnonb3yroTcs
HeCTIeUaIN3UPOBaHHbIE TPAHCIOPTHBIE CPEACTBAa U 000PYI0BaHUE, JOJKHBI ObITh pa3paboTaHbl U
IPUHATHI B (pOpME MHUCbMEHHOTO JIOKyMEHTa IMPOLEeAypbl, 00eCIIeunBalOIue COXpaHEHHE KauecTBa
JIEKapCTBEHHBIX CPEJICTB.

129. JlekapcTBeHHBIE CPEACTBA AOJKHBI OBITh JOCTABICHBI IO apecy, yKa3aHHOMY B JIOKYMEHTax
Ha I0CTaBKy, U IIE€PEIaHbl HEIIOCPEACTBEHHO B ITIOMELIEHUE M0Iydaress. JIekapCcTBeHHbIE CPEeICTBa
HE JIOJKHBI OCTaBJIATHCS B KAKUX-THOO APYTUX MOMEIICHHUSX.

ﬂJ’IH oprannu3alvi OSKCTPCHHBIX JOCTAaBOK B Hepa60tme qacbl JOJIKECH OBITh Ha3HAYEeH



CHeIMaIM3UPOBAaHHBINA IEPCOHAN, IEUCTBYIONINI Ha OCHOBAaHUU JTOKYMEHTHPOBAHHBIX MPOLIETYP.

130. TpaHCHOpPTHPOBKAa TPETBUMH JIMIIAMH JIOJDKHA OCYHIECTBISTHCS HA OCHOBAaHHH JIOTOBOPA,
COZIepIKaILero TpeOOBaHMsI, YCTAHOBJICHHBIC B MOJpa3/ieiic 7 HACTOSIIEro pas3nelna. TpaHCIOpTHBIC
KOMITAHUU JIOJDKHBI  OBITh  YBEIOMIICHBI O TPEOOBAaHHMSX K YCIOBHSIM TPaHCIIOPTUPOBKU
JICKApPCTBCHHLIX CPCACTB.

OTBETCTBEHHOCTh 32 COOJIIOJICHHE YCIIOBH TPAHCIOPTHPOBKH  JIEKAPCTBEHHBIX  CPEJICTB
BO3JIAracTcsi Ha JAUCTPUOBIOTOPA.

131. B cayyasx Korjaa TpaHCIIOPTHPOBKA COIPOBOXKIAETCS ONEpalMsIMH 110 pa3rpy3Ke U 00paTHOM
3arpy3ke WJIM BKJIIOYaeT B ce0sl TPaH3UTHOE XpaHEHUE, HE0O0XOAMMO OOEeCHeuyuTh HajjeKallue
yCIIOBUSL TPOM3BOJCTBEHHOM cCpeAbl MOMENIEHMM u 0e3011acCHOCTh XpPAaHEHUS Ha TPAH3UTHBIX
ckiragax. K ycioBusM — IpOM3BOJICTBEHHOM — cpelbl  MOMEUIEHWH, KOTOpbIE  JTOJDKHBI
KOHTPOJIMPOBATHCSI, OTHOCATCS: TEMIEPAaTypHBIM pEXHUM, OCBEIIEHHOCTb, BJIAXXHOCTh BO3JyXa U
YHUCTOTA.

I[OJ'I)KHI)I OBITH NpEaApPUHATBI MEPBI JIA COKPAIICHUA HNPOAOJLDKUTCIBHOCTH BPEMEHHOTI'O XPAHCHUA
nepea CJICAyrImUM 3TallIOM TPAaHCIIOPTUPOBKH.

9.3. Tapa, ynakoBka 1 MApKHPOBKA

132. JlekapcTBEHHbIE CPEICTBA JIOJIKHBI TPAHCIOPTUPOBATHCA B TPAHCIOPTHOM Tape, KOTopas He
OKa3bIBaeT HETaTHBHOI'O BIUSHUS HA MX KQUeCTBO U 00eCIeYrBaeT Ha/Ie)KHYIO 3aIUTYy OT BHEIIHErO
BO3/ICIICTBHS, B TOM UHCJIE MIPEAOTBPALIAET BO3MOKHOCTh KOHTAMUHAIIUH.

Bei0op TpaHCcoOpTHON Tapsl M YMAaKOBKH JOJDKEH OCHOBBIBATHCS HAa TPEOOBAaHUSAX K YCIOBUSM
XpaHEHUsT W TPAHCHOPTHUPOBKHM JIEKAPCTBEHHBIX CPEJICTB, Ha 00beMe, HEOOXOAUMOM IS
pasmeneHust TpeOyeMoro KoJMYecTBa, MPeAroaraeMbIX KolueOaHUsIX TeMIIepaTyphl OKpYy Karollei
cpenbl, MPEanoyIaraéMoil MAaKCUMAJIBHOM JUIMTEIBHOCTH TPAHCIIOPTUPOBKHU, BKIIFOYas BPEMEHHOE
XpaHEHUE Ha TAMO>KEHHBIX CKJIaJaXx.

133. Jlna obecriedeHus HaJuIexaliero oOpalleHHsl C JEKapCTBEHHBIMM CpPEACTBAMHU U YPOBHS
0€30MacHOCTH Ha TPAHCHOPTHYIO Tapy [JOJDKHA OBITh HaHECEHa MapKHpPOBKa, cojeprKalias
HE00X0IMMYI0 MH(OPMAIHIO O TPeOOBAaHUAX MO OOpAILIEHUIO M XPaHEHHIO TaHHON TPaHCIIOPTHON
Tapbl C JIEKAPCTBEHHBIM CpPEJICTBOM, a TaKXke O HEOOXOAMMBIX Mepax MpeaoCTOPOKHOCTH.
Wudopmanus Ha TpaHCHOPTHON Tape AODKHA o00ecneunmBaTh BO3MOXKHOCTb HACHTHU(HKAIMN
COJIEP’)KMMOT0 ¥ UCTOUHHUK €r0 MMPOUCXOKIACHHUS.

9.4. J/lekapcTBeHHbIE CPEACTBA, TPeOyIOUIMe 0C000r0 O0paleHust

134. Tlpu TpaHCTIOPTUPOBKE TaKUX TPEOYIOIIMX 0COOOTO OOpaIIeHus IEKapCTBEHHBIX CPEICTB, KaK
JIeKapCTBEHHbIE CPEJICTBA, COJEpIKalllie HApKOTHUYECKHE CPENICTBA, IICUXOTPOIHbIE BELIeCTBA U UX
TIPEKYPCOPHI, SIbI (SIOBUTHIC BENIECTBA) U MOJUIeKAIHE 0OCOOBIM BHIaM KOHTPOJISI B COOTBETCTBHU
C 3aKOHOJATEJIbCTBOM TOCYIApCTB-WICHOB, IUCTPUOBIOTOP MOJDKEH OOecreuuTh Oe30macHbIi H
3alIUIICHHBII OT HEMpPaBOMEPHOTO JOCTyla pPEXUM TPAHCIOPTHPOBKU B COOTBETCTBUU C
TpeOOBaHUSAMH 3aKOHO/IATENILCTBA FOCY IAPCTB-UJICHOB.

JloJDKHBI OBITH CO37aHBI JOTIOJHUTEIBHBIC CHCTEMBl KOHTPOJIS B OTHOIIEHWH MOCTAaBOK yKa3aHHBIX
JIeKapCTBEHHbIX CcpeacTB. JlomkHa ObITh pa3paboTaHa M JTOKYMEHTaJIbHO o(opMmieHa mpouenypa,
OTpeIeTIIoast MOPSAIOK JSHCTBUN B Ciydae UX XUIEeHUs. JItoOble cirydan XUIeHUuH JOKHBI OBITh



JAOKYMCHTHUPOBAHBLI.

135. Onmnachble (BBICOKOAKTUBHBIE) U PAJAMOAKTUBHBIC JIEKAPCTBEHHBIE CpPEICTBA JOJIKHBI
TPAaHCHOPTUPOBATHCA B 3AlIMINCHHBIX, CHEHUATU3UPOBAHHBIX U HAJEKHBIX TPAHCIOPTHBIX
cpenctBax. IlpuHuMaeMble Mepbl 0€30MAaCHOCTH JIOJKHBI COOTBETCTBOBATH 3aKOHOAATEILCTBY
roCyJJapCTB-WICHOB U MEXIYHAPOJIHBIM JOTOBOPAM.

136. Jlns oOecreueHuss TpeOyeMbIX YCIOBUH TPAHCHOPTUPOBKA TP  TPAHCIOPTHPOBKE
TEPMOIAOUIBHBIX  JICKAPCTBEHHBIX CPEACTB  JOJKHBI  OBITh  HCIOJB30BaHBI  CIEIHAILHOE
00opyZOBaHUE WIH CPEACTBa (M30TEPMHUUYECKasl YIMAKOBKA, KOHTEHHEPHI), a TAKKE TPAHCIIOPTHHIE
CpeAcTBa, 00eCIeUNBAOIINE MTOAePKAHNE TPEOYyEeMOTo TeMIIepaTypHOTO peXUMa.

TpaHcropTHBIE CpeACTBa, 00ECIIEYNBAIONINE MTOAEPKAHNE TPEOYEMOTr0 TEMIIEPATypHOTO PEXKUMA,
U 00OpYJIOBaHUE, HCIOIB3yeMOE JUIsl KOHTPOJIA TEMIIepaTypbl B TPOIECCE TPaHCIOPTUPOBKH
TEPMOJIAOUIIBHBIX JICKAPCTBEHHBIX CPEACTB, JOJDKHBI HPOXOIUTH IMEPHOANYECKOE TEXHHUECKOE
o0CITy’)KMBaHUE, TIOBEPKY M KainuOpoBKy. HeoOXOauMO MNPOBOAMTH aHAIU3 TEMIIEPATypHOTO
KapTUPOBAaHUS C COOJIIOJICHHMEM YCIIOBHH, OTPaKAIOUIMX IMapaMeTphl 3KCILTyaTallud, U C YYETOM
CE30HHBIX KOJICOAHUIA.

[To 3ampocy momy4aressi TOJDKHBI OBITh TMPEACTaBICHBI JaHHBIC, TOATBEP)KIAIOMINE COOIIOICHHIE
TEMIIEPaTypPHOr0 peXHMa MPH XPaHEHUM M TPAHCIIOPTUPOBKE TEPMOJIAOMIIBHBIX JIEKAPCTBEHHBIX
CpPEICTB.

137. XnanosneMeHThl B M30TEPMUUECKUX KOHTEHHEPAX JOJDKHBI OBITh Pa3MEIICHBI TAKUM 00pa3oM,
4TOOBI OTCYTCTBOBAJ MPSIMOM KOHTAaKT C JIEKAPCTBEHHBIMHU cpeiacTBaMu. [lepcoHan noimkeH OBITh
o0ydeH TpeOOBaHUAM MPOLEAYyp MO TMOATOTOBKE H30TEPMUUYECKUX KOHTEHHEpPOB (C yueToMm
CE30HHBIX OCOOEHHOCTEH), a TaK)Ke TPEOOBAHUSIM K TIOBTOPHOMY MCIIOJI30BAaHUIO XJ1a/103I€MEHTOB.

Jomxubl OBITH pa3paboTaHbl Mepbl, HaINpaBJIIEHHbIE Ha MPEIOTBPALLEHUE [OBTOPHOTO
UCTOJIb30BaHUSI HEAOCTaTOYHO OXJAXKICHHBIX XJaZodyieMeHTOB. JloikHa ObITh oOecredyeHa
Hajuexamas pu3nyeckas N30JSIIHs OXJIAXKIEHHBIX U 3aMOPOKEHHBIX XJIaJ03JIEMEHTOB.

[Tpoecc noCcTaBKM TEPMOJAOMIIBHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM KOHTPOJISl CE30HHBIX
KoJIeOaHUI TeMIepaTyp J10JKEH ObITh ONMCaH B IOKYMEHTHPOBAHHOM Mpoleype.



